TG1101-RMS-SC301

CLINICAL TRIAL AGREEMENT

(with Institution and Investigator)

This Clinical Trial Agreement (the “Agreement”) is
made and entered into by and between:

Nemocnice Pardubického kraje a.s., Kyjevska 44,
532 03 Pardubice, Czech Republic,

represented by |

Chairman of the Board of directors and |l
. \iember of the Board
of directors, IN: 27520536, TIN: CZ27520536,
bank: CSOB, a.s. office Pardubice, bank account
No.: 280123725/0300, Registered in the Commercial
Register maintained by the Regional Court in Hradec
Kralové, Section B, Insert 2629 (the “Institution”)

and

MUDr. Miroslav Mares, affiliated with Nemocnice
Pardubického kraje a.s.,, Kyjevska 44, 532 03
Pardubice, Czech Republic (the “Investigator”)

and

TG Therapeutics, Inc. 3020 Carrington Mills Blvd.,
Suite 475, Morrisville, NC 27560-5435, USA, Tax ID
No. 36-3898269 (“Sponsor”), represented by PSI
(as defined below), in whose [ EGTcNIEIIEH
|
I - - -cting, by Power of Attorney

(each a “Party”, collectively the “Parties”).

PREAMBLE:

A.  The Sponsoris conducting a clinical study (the
“Study”) of the product Ublituximab (the “Study
Drug”).

B. The Study shall be conducted
compliance with the Sponsor's protocol TG1101-
RMS-SC301 “A Phase 3,
Randomized,  Open-Label,

in  full
Non-Inferiority,
Parallel  Group,
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MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

SMLOUVA O KLINICKEM HODNOCENI

(se Zdravotnickym zafizenim a Hlavnim zkousejicim)

Tato Smlouva o klinickém hodnoceni (dale jen
~Smlouva“) se sepisuje a uzavira mezi:

Nemocnice Pardubického kraje, a.s., Kyjevska 44,
532 03 Pardubice, Ceska republika, zastoupené.

. oicdsedou
predstavenstva, a [N
B cchem piedstavenstva, ICO:

27520536, DIC: CZ27520536,
bankovni spojeni: CSOB, a.s. pobo¢ka Pardubice,
280123725/0300,
v obchodnim rejstfiku, vedeném Krajskym soudem
v Hradci Kralové oddil B, vlozka 2629 (dale jen
.Zdravotnické zafizeni”)

€. bankovniho udtu: zapsana

a

MUDr. Miroslav Mares, spolupracujici s Nemocnici
Pardubického kraje, a.s., Kyjevska 44, 532 03
Pardubice, Ceska republika (dale jen ,Hlavni
zkousejici“)

a

TG Therapeutics, Inc. 3020 Carrington Mills Blvd.,
Suite 475, Morrisville, NC 27560-5435, USA, DIC:
36-3898269 (dale jen ,Zadavatel“), zastoupena PSI
(definovana nize), jejimz jménem | EGTcTcNEGEGEGEG
I
. - -:kladé piné moci

(déle jen jednotlivé ,Strana“, v mnozném Cisle
LStrany®)

PREAMBULE:

A.  Zadavatel provadi klinické hodnoceni (dale
jen ,Studie®) pfipravku ublituximab (dale jen
Lotudijni 1€k”).

B. Studie bude provedena v plném souladu s
protokolem Zadavatele TG1101-RMS-SC301 s
nazvem ,Multicentrickda randomizovana oteviena
klinicka studie neinferiority faze 3 s paralelnimi
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Multicenter Study to Evaluate the Pharmacokinetics,
Pharmacodynamics, Safety, Radiological and
Clinical Effects of Subcutaneous Ublituximab versus
Intravenous Ublituximab in Patients with Multiple
Sclerosis” and any amendments thereto (the

“Protocol”).

C. The Sponsor has engaged PSI CRO Czech
Republic s.r.o., V Parku 2343/24, 148 00 Praha 4 -
Chodov, Czech Republic, ID No: 28196775, TIN:
CZ28196775, registered in Business Register,
Municipal Court in Prague, section C, folio 132148
(“PSI”) as a contract research organization to set up
and conduct the Study in Czech Republic.

D. The Sponsor desires to engage the Institution
and the Investigator to conduct the Study, and the
Institution and the Investigator wish to conduct the
Study.

E. The Investigator agrees to act as the principal
investigator for the Study at the Institution.

The Parties agree as follows:
1. SERVICES AND OBLIGATIONS

1.1. Conduct of the Study

a) The Institution and the Investigator hereby
agree to conduct the Study in accordance with this
Agreement and the Protocol. The Institution and the
Investigator shall also follow PSI's and/or the
Sponsor’s instructions as they
Institution’s and/or the Investigator's performance
under this Agreement. Should there be any
inconsistency between the Protocol and the terms of
this Agreement, the terms of the Protocol shall
prevail for the interpretation of scientific matters and
the terms of this Agreement shall prevail for all other
matters.

relate to the

b) The Study shall be conducted at the
Institution. The Institution and the Investigator shall
ensure that adequate facilities and computerized
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

skupinami hodnotici farmakokinetiku,
farmakodynamiku, bezpeCnost, radiologické a
klinické ucinky subkutanné podavaného

ublituximabu oproti intraven6zné podavanému u
pacientll s roztrouSenou sklerézou® a vSemi jeho
dodatky (dale jen ,Protokol“).

C. Zadavatel angazoval PSI CRO Czech
Republic s.r.o., V Parku 2343/24, 148 00 Praha 4 -
Chodov, Ceska republika, IC: 28196775, DIC:
CZ28196775, zapsana v Obchodnim rejstiiku u
Méstského soudu v Praze, oddil C, vlozka 132148
(dale jen ,PSI*) jako smluvni vyzkumnou organizaci,
aby zorganizovala a provedla Studii v Ceské

republice jeho jménem.

D. Zadavatel si preje naprovadéni Studie

angazovat Zdravotnické zafizeni a Hlavniho

zkouSejiciho a Zdravotnické zafizeni a Hlavni
zkousejici si preji provadét Studii.

E. Hlavni zkouS$ejici souhlasi s tim, Ze bude ve
Zdravotnickém zafizeni v ramci Studie vykonavat

ulohu hlavniho zkouSejiciho.

Strany dohodly nasledovné:
1. SLUZBY A POVINNOSTI

1.1. Provadeéni Studie

a) Zdravotnické zafizeni a Hlavni zkouS$ejici se
timto zavazuiji, Ze provedou Studii v souladu s touto
Smlouvou a Protokolem. Zdravotnické zafizeni
a Hlavni zkouS$ejici maji téz povinnost fidit se
pokyny PSI a/nebo Zadavatele tykajicimi se plnéni
Zdravotnického a/nebo  Hlavniho
zkousejiciho vyplyvajiciho pro né z této Smlouvy.

zarizeni

V pfipadé rozporu mezi Protokolem a podminkami
této Smlouvy maji podminky Protokolu pfednost
v odbornych zalezitostech a podminky této Smlouvy
maji pfednost ve vSech ostatnich zaleZitostech.

b)  Studie bude provedena ve Zdravotnickém
zafrizeni. Zdravotnické zafizeni a Hlavni zkousejici
jsou povinni zajistit dostupnost adekvatniho zafizeni
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systems are available and maintained in accordance
with the Applicable Regulatory Requirements (as
defined below). Upon request, they shall provide a
list of the computerized systems and relevant
validation/ qualification documentation.

c) The Institution and the Investigator shall
ensure that all individuals and entities that perform
any portion of the Study at the Study site (the “Study
the Study the
Investigator’s supervision and in compliance with
this Agreement. Further, the Institution and the
Investigator shall ensure that all Study Personnel
are trained on the Protocol and good clinical
practices.

Personnel”’) conduct under

d) The Institution and the Investigator shall
conduct the Study as soon as all of the following
events have occurred: (i) the Protocol and the Study
have been approved by the responsible ethics
committee(s) and the competent authority(ies);
(i) CRFs (as defined below) and the Study Drug
have been made available to the Institution and/or
the Investigator; and (iii) the Study site at the
Institution has been activated, which shall occur by
final notice from PSI or Sponsor.

e) The Institution and the Investigator
acknowledge that PSI will assist the Sponsor as a
contract research organization and its representative
as referenced herein, to provide certain clinical study
services for the Study as directed by the Sponsor.
The Institution and the Investigator will cooperate
with PSI in PSI’s performance of such clinical study
services. This cooperation will include, without
limitation, furnishing information as reasonably
requested by PSI, meeting with PSI at designated
times and allowing PSI access to the Institution’s
facilities for the purpose of monitoring the Study.
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a pocitatovych systému a jejich udrzbu v souladu
s Platnymi (definovany
nize). Jsou povinni na zadost poskytnout seznam
pocitacovych systému a relevantni potvrzeni/doklad
o validaci/kvalifikaci.

regulaénimi pozadavky

c)  Zdravotnické zafizeni a Hlavni zkou$ejici maji
povinnost zajistit, aby vS8echny fyzické i pravnické
osoby podilejici se na provadéni Studie (dale jen
»Studijni personal®) provadély Studii pod dohledem
Hlavniho touto
a Hlavni

zkouSejiciho a vsouladu s

Smlouvou.  Zdravotnické  zafizeni
zkousejici dale zajisti, aby veSkery Studijni personal
byl vySkolen ohledné Protokolu a spravné klinické

praxe.

d)  Zdravotnické zafizeni a Hlavni zkousSejici maji
povinnost provést Studii, jakmile budou splnény
vSechny nasledujici podminky: (i) Protokol a Studie
byly schvaleny pfisluSnymi etickymi komisemi a
pFislusnymi dfady, (ii) Zdravotnickému zafizeni
a/nebo Hlavnimu zkouSejicimu byly zpfistupnény
Zaznamy uc€astnika hodnoceni (definovany nize) a
Studijni 1€k a (iii)
navstéva studijniho centra ve Zdravotnickém
zafizeni, o ¢€emz finalné informuje PSI nebo
Zadavatel.

byla vykonana zahajovaci

e) Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, ze PSI bude pomahat Zadavateli
jakozto smluvni vyzkumna organizace a jeho
zastupce, jak je uvedeno v této Smlouvé, za ucelem
poskytnuti urcitych sluzeb pro Studii dle pokynu
Zadavatele.
zkousejici budou spolupracovat s PSI pfi pInéni
téchto sluzeb v ramci klinické studie ze strany PSI.
Tato spoluprace bude zahrnovat zejména pfedani
poskytovani
pfiméfenych pozadavkl PSI, setkavani s PSI ve
stanovené &asy a umozZnéni pfistupu PSI do
zafizeni Zdravotnického
monitorovani Studie.

Zdravotnické zafizeni a Hlavni

informaci k usnadnéni sluzeb dle

zarizeni za Ucelem
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1.2. Regulatory Compliance of the Study

a) Each Party shall perform its obligations under
this Agreement with due diligence and in strict
compliance with all (i) applicable and
regulations, including without limitation, Act No.
378/2007 Coll.,, on Pharmaceuticals, as amended,
Act No. 372/2011 Coll.,, on Medical Services, as
amended, and Regulation No. 463/2021 Coll.,
Stipulating the Detailed Conditions of the Clinical
Trial, and (ii) relevant guidelines and generally
accepted standards applicable to the conduct of the
Study, including without limitation the current Good
Clinical Practices Guidelines of the International
Council for Harmonization and the ethical principles
of the World Medical Association Declaration of
Helsinki (collectively, as amended from time to time,
the “Applicable Regulatory Requirements”).

laws

b) The Sponsor shall obtain the clinical trial
insurance in compliance with the Sec. 58 (2) of the
Act No. 378/2007 Coll., on Pharmaceuticals, as
amended, as required by the Applicable Regulatory
Requirements.

1.3. Study Participants

a) Following activation of the Study site at the
Institution, the Investigator Study
participants in accordance with the eligibility criteria
defined in the Protocol (“Study Participant” or
“Study Participants”). The anticipated number of
Study Participants is five (5), and the Investigator
shall take reasonable efforts to enroll such number
of Study Participants.

shall enroll

b) The Investigator shall immediately cease the
enroliment of the Study Participants upon the
request of PSI or the Sponsor.

1.4. Study Drug and Study Supplies

a) The Sponsor shall provide the Study Drug at
no costs in amounts sufficient for the conduct of the
Study. PSI or the Sponsor may also, at their sole
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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1.2. Vyhovéni Studie regulacnim pozadavkim

a) Kazda ze stran bude vykonavat své povinnosti
vyplyvajici pro ni ztéto Smlouvy s nalezitou
svédomitosti a ve striktni shodé se: (i) vSemi
pravnimi pfedpisy, zejména se zakonem ¢.
378/2007 Sb., o léCivech, v platném znéni, zakonem
¢. 372/2011 Sb., o zdravotnich sluzbach, v platném
znéni a vyhladkou ¢&. 463/2021 Sb., o bliz8ich

podminkach provadéni klinického hodnoceni
humannich léc¢ivych pfipravk, a (i) vSemi
relevantnimi  pokyny a obecné pfijimanymi

standardy vztahujicimi se na provadéni Studie,
zejména aktualné Platnymi postupy Spravné
klinické praxe z Mezinarodni konference pro
harmonizaci a etickymi zasadami
deklarace Svétové l|ékafské asociace (souhrnné
.Platné regulacni pozadavky“ v platném znéni).

Helsinské

b)  Zadavatel je povinen udrzovat platné pojisténi
klinického hodnoceni po dobu trvani Studie
v souladu s §58 odst. 2 zakona &€. 378/2007 Sb. o
I&éCivech v platném znéni, jak vyzaduji
regulacni pozadavky.

Platné

1.3. Ugastnici hodnoceni

a) Hlavni zkouSejici je povinen zafazovat
ucastniky do Studie v souladu s kritérii pro zafazeni
do Studie definovanymi Protokolem (dale jen
,Uéastnik  hodnoceni“ nebo ,Ué&astnici
hodnoceni“). Odhadovany poget Ugastnikd

hodnoceni je pét (5) a Hlavni zkou3ejici je povinen
vynalozit odpovidajici Usili k zafazeni tohoto poctu
Ugastnika studie.

b) Na zadost PSI nebo Zadavatele Hlavni

zkousejici okamzité =zastavi nabor Ugastnikl
hodnoceni.

1.4. Studijni lIék a Studijni material

a) Zadavatel poskytne Studijni lék zdarma

v mnozstvi dostate€ném pro provedeni Studie. PSI
nebo Zadavatel smi téz dle svého vyhradniho
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discretion, provide additional materials, supplies and
equipment (the “Study Supplies”). Immediately
upon receipt of the Study Drug and/or any Study
Supplies, the Institution and/or the Investigator shall
provide PSI or the Sponsor
acknowledgement of receipt. The Institution and the
Investigator shall maintain control of the Study Drug
and the Study Supplies in accordance with:
(i) Applicable Regulatory Requirements; (ii) the
manner outlined in the Protocol; and (iii) instructions
provided by PSI or the Sponsor.

with a written

b) The Institution and the Investigator shall
ensure that the Study Drug and the Study Supplies
are solely used for the purpose of conducting the
Study in accordance with the Protocol and for no
other purpose. Unless stated otherwise in writing by
PSI or the Sponsor, the Study Drug and the Study
Supplies are and shall remain the sole property of
the Sponsor or PSI (as the case may be). The
Institution and the Investigator shall be responsible
towards PSI and the Sponsor for the Study Drug and
the Study Supplies entrusted to them and shall notify
the Sponsor or PSI immediately if any Study Drug or
Study Supplies are misused, lost, damaged or
destroyed.

c) Upon completion or termination of the Study
or at the Sponsor’s or PSl's request, the Institution
and/or the Investigator shall deliver all Study
Supplies and/or all unused Study Drug to the
address indicated by PSI or the Sponsor or destroy
it/them, as instructed by PSI or the Sponsor and in
accordance with the Applicable Regulatory
Requirements. Neither the Institution nor the
Investigator shall destroy any Study Drug or Study
Supplies without the Sponsor's or PSI's express
written consent.

1.5. Information Provided to Study Participants

The Investigator shall obtain, in compliance with all
Applicable Regulatory Requirements, an Informed
Consent Form (the “Informed Consent Form”)
properly signed by or on behalf of each Study
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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potfeby a
material®).

uvazeni poskytnout dalSi materialy,
(dale LStudijni
Zdravotnické zafizeni a/nebo Hlavni zkousejici po
obdrzeni  Studijniho 1éku a/nebo  Studijniho
materialu neprodlené pisemné potvrdi pFijem PSI
nebo Zadavateli. Zdravotnické zafizeni a Hlavni
zkousejici jsou povinni nakladat se Studijnim lékem
a Studijnim materidlem v souladu s: (i) Platnymi
regulaénimi pozadavky, (ii) zpusobem uvedenym
v Protokolu a (iii) pokyny poskytnutymi PSI nebo
Zadavatelem.

vybaveni jen

b)  Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni zajistit, aby byl Studijni l1ék a Studijni
material pouzivan vyhradné pro ucely provadéni
Studie v souladu s Protokolem a za zadnym jinym
UuCelem. Pokud nebude pisemné stanoveno jinak
PSI nebo Zadavatelem, je a zlstane Studijni 1€k a
Studijni material vyhradnim majetkem Zadavatele
nebo PSI (dle situace). Zdravotnické zafizeni a
Hlavni zkouSejici budou odpovidat za jim svéfeny
Studijni 1€k a Studijni material PSI a Zadavateli a
jsou povinni neprodlené uvédomit Zadavatele nebo
PSI, pokud dojde ke ztraté, poskozeni nebo zni¢eni
Studijniho l1éku nebo Studijniho materialu.

c) PFi dokon&eni nebo ukonéeni Studie nebo na
Zadost Zadavatele nebo PSI jsou Zdravotnické
zafizeni a/nebo Hlavni zkouS$ejici povinni dorucit
veskery nepouzity Studijni material a/nebo Studijni
Iék na adresu ur€enou PSI nebo Zadavatelem, nebo
jej zni¢i dle instrukci PSI nebo Zadavatele a v
souladu s Platnymi regulaénimi pozadavky. Ani
ani zkousejici
nebudou likvidovat Studijni Iék ani Studijni material
bez vyslovného pisemného souhlasu Zadavatele
nebo PSI.

Zdravotnické zafizeni Hlavni

1.5. Informace poskytnuté ucastnikiim

Pfed zahajenim jejich Ucasti ve Studii ma Hlavni
zkousejici v souladu se v8emi Platnymi regula&nimi
pozadavky povinnost ziskat od v$ech Ugastnik
hodnoceni nebo jejich zastupcll fadné podepsany

5/42

CONFIDENTIAL



TG1101-RMS-SC301

Participant the Study Participant’s
participation in the Study. The Investigator shall use
the Informed Consent Form template(s) and other
templates for Study Participants’ information as
provided by PSI or the Sponsor and approved in
accordance with the Applicable Regulatory
Requirements.

prior to

1.6. Case Report Forms and Study Data

a) The Investigator shall record all data resulting
from the Study (the “Study Data”) in an accurate,
legible and complete manner and in compliance with
the Protocol.

b) The Sponsor shall ensure access to the
electronic case report forms to be used and
completed by the Investigator (the “CRFs”). The
Investigator shall ensure that the CRFs are duly
completed, signed and dated in a regular and timely
in the CRF completion
instructions

manner as specified
guidelines or any other applicable
provided by PSI and/or the Sponsor.

c) The Institution and the Investigator shall
ensure that they have implemented and maintain
appropriate measures to protect the confidentiality,
integrity and availability of the Study Data and to
prevent the loss, alteration and unauthorized access.

1.7. Financial Disclosure

The Investigator shall complete and return to the
Sponsor or PSI the financial disclosure document(s)
provided by the Sponsor or PSI concerning financial
interests and other conflicts of interest, which the
Investigator and/or his/her family members may
have in the Sponsor and/or the Study Drug. The
Investigator that all
investigators complete and provide the Sponsor or
PSI with such financial disclosure form(s). The
Investigator shall provide and shall ensure that the
sub-investigators provide PSI and the Sponsor with

shall also ensure sub-

CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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informovany souhlas (dale jen ,Formular
informovaného souhlasu®). Hlavni zkouSejici ma
povinnost  pouZzivat informovaného
souhlasu a dalsi formulafe k informovani Ugastnika
hodnoceni poskytnuté PSI nebo Zadavatelem a
schvélené v souladu se vSemi Platnymi regulaénimi

pozadavky.

Formular

1.6. Zaznamy ucastnikii hodnoceni a Studijni
udaje
a) Hlavni ma povinnost
zaznamenavat veSkeré udaje ziskané v pribéhu
provadéni Studie (dale jen ,Studijni tdaje“) presne,

Citelné a uplné.

zkousejici

b) Zadavatel udéleni  pfistup k
elektronickym dokumentim, které Hlavni zkousejici
pouzije a vyplni (dale jen ,Zaznamy ucastniku
hodnoceni“ nebo ,CRFs*). Hlavni zkousSejici zajisti,
aby byly CRFs fadné, pravidelné a v€as vyplnény,
podepsany a datovany dle pokynu pro vyplhovani
CRF ¢&i jinych platnych pokynd poskytnutych PSI
a/nebo Zadavatelem.

zajisti

c)  Zdravotnicke zafizeni a Hlavni zkouSejici maji
povinnost zajistit zavedeni a udrzovani pfiméfenych
opatfeni k ochrané duavérnosti, integrity a
dostupnosti téchto Studijnich udaji a k pfedchazeni
jejich ztraté, zméné a neopravnénému pristupu
k nim.

1.7. Majetkové priznani

Hlavni zkouSejici vyplni a odevzda Zadavateli nebo
PSI formulaf majetkového pfiznani poskytnuty
Zadavatelem nebo PSI tykajici se finan¢nich zajmu
a dale stfetu zajma, které Hlavni zkousejici a/nebo
jeho rodina mohou uplatnit vic¢i Zadavateli a/nebo
v souvislosti se Studijnim lékem. Hlavni zkouSejici
také zajisti, aby tento vykaz vyplnili i vSichni spolu-
zkouSejici a odevzdali jej PSI. Hlavni zkouSejici je
povinen poskytnout a zajistit, aby i vSichni spolu-
zkouSejici poskytli PSI| a Zadavateli aktualizovany/é
formulaf/e majetkového pfFiznani, pokud v pribéhu
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an updated financial disclosure form(s) if the
information originally submitted changes during the
course of the Study or within one (1) year after the
completion or termination of the Study.

1.8. Immediate Notification

The Institution and the Investigator shall notify PSI
and the Sponsor within the timelines defined in the
Protocol, or otherwise within twenty-four (24) hours
after occurrence, of any: (i) serious adverse events,
other reportable adverse events as requested by the
Protocol; (ii) communications by a regulatory body
having an impact on the Studyj; (iii) any situation that
might require a replacement of the Investigator or
any Study Personnel; and (iv) any incident that might
affect the safety and well-being of the Study
Participants or the integrity of the Study Data as well
as any other significant risks occurring in the Study.
The Institution and the Investigator shall also
promptly notify PSI and the Sponsor of any deviation
from the Protocol. When reporting an adverse event,
Institution and Investigator shall provide all relevant
information known by them regarding the relevant
Study Participant and the adverse event.

2. COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the

Financial Arrangements enclosed as
Attachment 1. The amounts included in the
Financial Arrangements represent the entire

compensation under this Agreement.

b) The Institution and the Investigator
acknowledge that PSI and/or the Sponsor are not
obliged to pay for Protocol violations, incomplete or
delayed CRFs or any other improperly performed
services.

CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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Studie nebo béhem jednoho (1) roku od jejiho
dokonéeni nebo ukonleni dojde ke
skutecnosti uvedenych v pavodnich formulafich.

zméneé

1.8. Oznameni

Zdravotnické zafizeni a Hlavni zkouSejici maji
povinnost informovat PSI a Zadavatele béhem doby
stanovené Protokolem nebo v jinych pfipadech
béhem dvaceti ¢tyf (24) hodin od doby, kdy dojde k
(i) vyskytu zavazné nezadouci pfihody nebo
reportovatelné nezadouci pfihody dle pozadavku
Protokolu,
s dopadem na Studii, (iii) jakékoli situaci, ktera by
mohla vyzadovat nahrazeni Hlavniho zkousejiciho Ci
kteréhokoli ¢lena Studijniho personalu a (iv)
jakémukoli incidentu, ktery by mohl
bezpednost a zdravi Ugastnikil hodnoceni nebo
integritu  Studijnich  udaja, o dalSich
vyznamnych rizicich, ktera se ve Studii vyskytnou.
Zdravotnické zafizeni a Hlavni zkousejici jsou také
povinni urychlené oznamit PS| a Zadavateli jakoukoli
odchylku od Protokolu. Pfi hlaSeni nezadouci
pfihody jsou Zdravotnické =zafizeni a Hlavni
zkousejici povinni poskytnout veSkeré relevantni
informace tykajici se pislusného Ugastnika studie a
nezadouci pfihody, které jsou jim znamy.

(i) komunikaci s regulanim ufadem

ovlivnit

jakoz i

2. KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
pfilozenych k této Smlouvé jako PFiloha 1. Tyto
Céastky
pfedstavuji celkovou kompenzaci vyplacenou na
zakladé této Smlouvy.

uvedené  ve FinanCnich  ujednéanich

b)  Zdravotnické zafizeni a Hlavni zkouSejici
berou na védomi, Ze PSI a/nebo Zadavatel nejsou
povinni provést platbu v pfipadé poruseni Protokolu,
nevyplnénych nebo pozdé vyplnénych CRF nebo
jinych sluzeb, které nebyly fadné poskytnuty.
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c) The Institution and the Investigator shall not
charge a Study Participant or any third-party payer
for any cost, which PSI or the Sponsor is obligated
to pay.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of any
kind whatsoever and however memorialized, that is:
(i) disclosed prior to or after the effective date of this
Agreement by or on behalf of PSI and/or the Sponsor
to the Institution, the Investigator or the Study
Personnel in connection with this Agreement; or
(i) obtained, developed or generated by the

Institution, the Investigator and/or the Study
Personnel in connection with the Study. The
Confidential Information shall include, without

limitation, the Study, the Study Drug, the Protocol,
the Investigator's Brochure, the Study Data, the
Intellectual Property (defined below) and all
information regarding the Sponsor, PSI or any of
their affiliates. All Confidential Information shall
belong solely and exclusively to the Sponsor or PSI,
as the case may be.

b) Confidential Information does not include
information that: (i) is in the public domain at the time
of its disclosure to the Institution and/or the
Investigator; (ii) was, as evidenced by written
records or other competent proof, in the Institution’s
and/or the Investigator's possession on a non-
confidential basis prior to its disclosure; or (iii) enters
the public domain as a result of a third party’s
activities, through no act or omission by the
Institution, the Investigator or any Study Personnel.

c) The Institution and the Investigator shall hold
all Confidential Information in strict confidence and
use all safeguards to prevent
unauthorized use or disclosure. The Institution and
the Investigator the
Information only as required for the purpose of this

reasonable

shall use Confidential
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c) Zdravotnické zafizeni a Hlavni zkouSejici
nebudou Gétovat Ugastnikim hodnoceni ani jiné
treti strané Zadné vydaje, za jejichz zaplaceni je
odpovédna PSI nebo Zadavatel.

3. DUVERNOST

a) Za,Duvérné informace” se povazuji veskeré
informace nebo udaje jakéhokoli druhu a v jakékoli
formé&, které jsou: (i) pfed nebo po nabyti G€innosti
této Smlouvy zpfistupnény PSI a/nebo Zadavatelem
Ci jejich jménem Zdravotnickému zafizeni, Hlavnimu
zkouSejicimu Studijnimu personalu
v souvislosti s touto Smlouvou, nebo (ii) ziskany,
vyvinuty nebo vytvofeny Zdravotnickym zafizenim,
Hlavnim zkousSejicim a/nebo Studijnim personalem
v souvislosti se Studii. DUvérné informace zahrnuji
zejména informace tykajici se Studie, Studijniho
Iéku, Protokolu, Brozury Hlavniho zkouSejiciho,
Studijnich udaja, DuSevniho vlastnictvi (definovano
nize) a vesSkeré informace tykajici se Zadavatele
Studie, PSI nebo kterékoli z jejich pobocek. Veskeré
Duvérné informace jsou ve vyhradnim vlastnictvi
Zadavatele, popfipadé PSI (dle situace).

nebo

b) Duvérné informace,
které (i) jsou vefejné& dostupné v dobé jejich predani
Zdravotnickému a/nebo
zkouSejicimu, (ii) byly dle pisemnych zaznamu nebo
jinych ddkazu ve vlastnictvi Zdravotnického zafizeni
a/nebo Hlavniho zkousejiciho pfedtim, nez jim byly
poskytnuty,
daveérnost,

informace nezahrnuji

zarizeni Hlavnimu

bez povinnosti zachovavat
nebo (iii) které se stanou vefejné
dostupnymi na zakladé Cinnosti tfeti strany, nikoli na
zakladé opomenuti

Hlavniho zkousSejiciho nebo Studijniho personalu.

jejich

Zdravotnického  zafizeni,
c)  Zdravotnické zafizeni a Hlavni zkouSejici
budou zachovavat striktni divérnost Duavérnych
informaci a pouziji vSechna pfiméfena bezpecnostni
opatreni, aby predesli neopravnénému pouziti nebo
predani Dlvérnych informaci. Zdravotnické zafizeni
a Hlavni zkousSejici jsou povinni pouzivat Davérné
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Agreement. The Institution and the Investigator shall
limit their disclosure of the Confidential Information
to those members of the Study Personnel who need
to know the Confidential Information for the conduct
of the Study and are subject to obligations of
confidentiality no less stringent than those contained
in this Agreement. The the
Investigator shall advise the Study Personnel of the
confidential nature of the Confidential Information
and remain liable for any breach by any Study
Personnel.

Institution and

d) If the Institution or the Investigator or any
Study Personnel receive a court order or other
legally binding request to disclose Confidential
Information, the Institution or the Investigator shall
immediately inform PSI and the Sponsor upon the
discovery of such request and before any
Confidential Information is disclosed. The Institution
and the Investigator shall cooperate with PSI and/or
the Sponsor in any efforts to seek limitation or
protection from the order demanding disclosure. In
any case, the Institution and the Investigator shall
disclose only the minimum amount of Confidential
Information necessary to comply with such request.

4. PERSONAL DATA

a) The Parties shall comply with all applicable
data protection laws, including the General Data
Protection Regulation (EU) 2016/679 (“GDPR”) and
the Act No. 110/2019 Coll., on Personal Data
Processing, as amended (collectively, the “Data
Protection Laws”).

b) The Sponsor is the controller, and the
Institution and PSI are processors of personal data
processed for the purpose of the Study. The
of personal data
processed for purposes other than the Study, e.g.,
the provision of medical care. The Investigator shall
process personal data on behalf of the Institution.

Institution is the controller
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informace pouze pro Ucely této Smilouvy.
Zdravotnické zafizeni a Hlavni zkouS$ejici omezi
predavani D{vérnych informaci na ¢leny Studijniho
personalu, ktefi tyto informace potfebuji pro
provadéni Studie a ktefi podléhaji povinnosti
uchovavat tyto informace jako duvérné stejné
pfisné, jako je povinnost stanovena touto Smlouvou.
Zdravotnické zafizeni a Hlavni zkouS$ejici pouci
Studijni personal o d{vérné povaze Duvérnych
informaci a ponesou odpovédnost za jakékoli

poruseni této povinnosti Studijnim personalem.

d) Vpfipadé, ze Zdravotnické zafizeni, Hlavni
zkousejici nebo kterykoli ¢len Studijniho personalu
obdrzi soudni pfikaz nebo jiny pravné zavazny
pozadavek predat informace, jsou
Zdravotnické zafizeni nebo Hlavni zkouSejici
povinni neprodlené informovat PSI a Zadavatele,
jakmile se o takovém pfikazu/pozadavku dozvi, a
predtim, nez budou D0vérné informace predany.
Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni spolupracovat s PSI a/nebo Zadavatelem
v usili ziskat omezeni nebo ochranu pfed takovymto
pfikazem pozadujicim pfedani informaci. V kazdém
pfipadé Zdravotnické zafizeni a Hlavni zkouSejici
predaji pouze minimum Davérnych
nutnych k vyhovéni pozadavku.

Davérné

informaci

4. OSOBNi UDAJE

a) Strany jsou povinny byt v souladu se vSemi
platnymi zejména
s obecnym nafizenim o ochrané udaju EU 2016/679
(dale jen ,GDPR") a zakonem ¢&. 110/2019 Sb., o
zpracovani osobnich udaju, v platném znéni (dale
jen souhrnné ,Zakony o ochrané udaju*).

zakony o ochrané udaju,

b) Zadavatel je spravcem udaju a Zdravotnické
zafizeni a PSI jsou zpracovateli osobnich udajl
zpracovavanych pro ucely Studie. Zdravotnické
zafizeni  je spravcem udaju
zpracovavanych pro jiné ucely, nez je Studie, napf.
pro ucely poskytovani zdravotni péde. Hlavni
zkouSejici je povinen zpracovavat osobni udaje
jménem Zdravotnického zafizeni.

osobnich
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c) Where the Institution is the Sponsor's
processor and thus where the processing is
undertaken by the Institution for the purposes of the
Study, the Institution and the Investigator shall
comply with the Data Processing Requirements
defined in Attachment2, the Technical and
Organizational Measures defined in Attachment 3

and the information given to the Study Participants.

d) The Institution and the Investigator shall share
personal data with the Sponsor and/or PSI only as
required to comply with their obligations under this
Agreement or as requested by the Sponsor in
accordance with the Applicable Regulatory
Requirements. The Institution and Investigator shall
pseudonymize any Study Participant data before
entering the CRFs or
transferring them to PSI, the Sponsor or their
vendors, unless otherwise instructed by the Sponsor
or PSI.

them into otherwise

e) Prior to and during the course of the Study, the
Sponsor and PSI will process personal data of the
Investigator and the Study Personnel. In order to
inform the Investigator and the Study Personnel
about the processing of their personal data, the
Sponsor or PSI will provide the Institution and/or the
Investigator with data protection notice(s) which the
Institution and the Investigator shall promptly
distribute to every member of the Study Personnel
(even if a member joins the Study Personnel at a
later stage). Any questions should be forwarded to
the Sponsor and/or PSI.

5. INTELLECTUAL PROPERTY

a) The Institution and the Investigator
acknowledge and agree that the Sponsor shall have
exclusive ownership rights to all improvements,
developments, discoveries, inventions, work, know-
how and other rights (whether or not patentable),
created, developed, and/or reduced to practice as a
result of or in connection with the conduct of the
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c) Vsituacich, kdy je Zdravotnické zafizeni
Zadavatelovym zpracovatelem udaju, a tedy kdy
Zdravotnické zafizeni zpracovava udaje pro Ugely
Studie, jsou Zdravotnické zafizeni a Hlavni
zkouSejici povinni postupovat v souladu
s Pozadavky na zpracovani udaja definovanymi
Technickymi a organizaénimi
opatienimi definovanymi v Pfiloze 3 a informacemi
poskytnutymi Ugastnikiim hodnoceni.

v Priloze 2,

d)  Zdravotnické zafizeni a Hlavni zkousejici jsou
povinni pfedavat osobni Udaje Zadavateli a/nebo
PSI pouze v souladu s pozadavky ke spinéni jejich
povinnosti vyplyvajicich z této Smlouvy, nebo dle
pozadavkl Zadavatele s Platnymi
regulaénimi pozadavky. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni pseudonymizovat
udaje Ugastnikd hodnoceni pfed zadanim do CRF
nebo pied jejich pfedanim PSI, Zadavateli nebo
jinym vendoriim jinym zplUsobem, pokud nebude
Zadavatelem nebo PSI| uvedeno jinak.

v souladu

e) Pfed zahajenim i v pribéhu Studie bude
Zadavatel a PS| zpracovavat osobni udaje Hlavniho
zkousejiciho a Studijniho personédlu. Za u&elem
informovani Hlavniho zkou$ejiciho a Studijniho
personalu o zpracovani jejich osobnich udaju
poskytne PSI Zdravotnickému zafizeni a/nebo
Hlavnimu zkous$ejicimu oznameni o ochrané udaju,
které jsou Zdravotnické zafizeni a Hlavni zkouS$ejici
povinni neprodlené pfedat vSem ¢lenim Studijniho
personalu (a to i ¢lenim, ktefi se ke Studijnimu
personalu pfipoji pozdéji). Veskeré dotazy je tieba
predat Zadavateli a/nebo PSI.

5. DUSEVNI VLASTNICTVi

a) Zdravotnické zafizeni a Hlavni zkouSejici
uznavaji a souhlasi, Ze Zadavatel bude mit vyhradni
vlastnicka prava ke vSem vylepSenim, na vyvoj,
k objeviim, vynalezdm, dilim, know-how (at uz
patentovatelnym &i nikoli) a dalSi prava, vytvofenym,
vyvinutym, a/nebo uvedenym do praxe v dlsledku
nebo v souvislosti s provadénim Studie, a/nebo
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Study and/or the use of the Study Drug or the
Confidential Information, together with all patent and
other intellectual property rights relating thereto (the
“Intellectual Property”). The Institution and the
Investigator shall promptly disclose in writing to PSI
and the Sponsor all Intellectual Property made by the
Institution, the Investigator the Study
Personnel.

and/or

b) At the Sponsor’s request, the Institution and
the Investigator shall ensure that all rights, titles and
interests in and to any such Intellectual Property are
vested in the Sponsor without additional
compensation and provide reasonable assistance to
obtain patents, including causing the execution of
any invention assignment or other documents.

6. PUBLICATION

a) The Institution and the Investigator agree that
the Sponsor shall have the sole and exclusive right
to the first publication of the results of the Study.
Such Sponsor publication is intended to be a multi-
center publication of the Study results, collected from
all investigators and institutions participating in the
Study (the “Multi-Center Publication”). If the
Investigator is interested in contributing to or
participating in the Multi-Center Publication, he or
she must contact the Sponsor. Selection of
authors/participants will be governed by the
Sponsor, considering individuals’ contribution to the
Study.

b) The Institution and the Investigator may
publish or otherwise present the results of the Study
obtained by the Institution and/or the Investigator (an
“Independent Submission”) provided that all of the
following conditions have been satisfied: (i) the Multi-
Center Publication has been published; or, if no such
publication has occurred, at least eighteen (18)
months have passed since the completion, or earlier
termination, of the Study at all participating sites
(including the final database lock); (ii) before

submitting the Independent Submission
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024

to a

Approved, 11-FEB-2025

MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

pouzivanim Studijniho 1éku nebo Davérnych

informaci spole¢né s pravy dusevniho vlastnictvi

s nimi  souvisejicimi  (dale jen ,Dusevni
vlastnictvi“). Zdravotnické zafizeni a Hlavni
zkouSejici jsou povinni neprodlené pisemné

informovat PSI a Zadavatele o veSkerém DuSevnim
vlastnictvi vytvofeném Zdravotnickym zafizenim,
Hlavnim zkousejicim a/nebo Studijnim personalem.

b) Na Zadost Zadavatele zajisti Zdravotnické
zafizeni a Hlavni zkouSejici pfevod veSkerych prav
a zajma tykajicich se DuSevniho vlastnictvi na
Zadavatele bez dalSi
pfiméfenou soucinnost k ziskani patentu vcéetné
zajisténi podpisu dokumentt k pfevodu objevu nebo
jinych dokumenta.

odmény a poskytnou

6. PUBLIKACE

a) Zdravotnické zafizeni a Hlavni zkouSejici
souhlasi s tim, ze Zadavatel bude mit vyhradni
pravo na prvni publikaci vysledkt Studie. Tato
publikace Zadavatelem bude provedena jako
publikace vysledkll multicentrického hodnoceni
ziskanych od vSech zkouSejicich a zdravotnickych
zafizeni podilejicich se na Studii (dale jen
,Publikace multicentrického
hodnoceni*). Ze bude mit Hlavni
zkouSejici k Publikaci
multicentrického hodnoceni nebo se na ni podilet, je
tfeba, aby kontaktoval Zadavatele. Vybér autort/
participujicich bude Fidit Zadavatel pfi zvazeni
prispéni jednotlivych zkouSejicich ke Studii.

vysledkd
V pfipadé,

zdjem pfispét vysledki

b)  Zdravotnické zafizeni a Hlavni zkouSejici
sméji publikovat nebo jinak prezentovat vysledky
Studie ziskané Zdravotnickym zafizenim a/nebo

Hlavnim  zkouSejicim (dale jen ,Nezavisla
publikace“) za pfedpokladu, Ze byly splnény
vSechny nasledujici podminky: (i) vysledky
multicentrického hodnoceni byly publikovany, nebo
pokud nebyly, uplynulo od dokonceni nebo
pfed¢asného  ukonleni  Studie ve vSech
participujicich centrech (v€etné finalniho uzamdceni
databaze) alesponn osmnact (18) mésicu, (ii)
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publisher, reviewer or other outside party, the
Institution and/or the Investigator must submit the
proposed Independent Submission to the Sponsor
and allow the Sponsor at least sixty (60) days to
review and provide comments; (iii) if the Sponsor
requests additional time at any point during the sixty
(60) day review, the Institution and/or the
Investigator shall delay the publication or
presentation of the Independent Submission for up
to forty-five (45) additional days in order to permit the
Sponsor Property
protections; (iv) the Institution and/or the Investigator
shall, as requested by the Sponsor, delete all
references to Confidential Information (except the
results of the Study obtained by the Institution and
the Investigator); and (v) the Institution and the
Investigator shall consider the Sponsor's comments
and proposed revisions in good faith.

time to obtain Intellectual

7. LIABILITY AND NOTIFICATION OF
CLAIMS

7.1. The Sponsor’s Indemnity Obligations and
Study Participant Injury Reimbursement

a) The Sponsor shall indemnify, defend and hold
harmless the Institution and its respective directors,
officers, employees, and agents, the Investigator
and the Study Personnel (each an “Institution
collectively, the
Indemnitees”) from and against any and all claims,
actions, suits and demands, as well as all judgments,
damages, liabilities, costs and expenses resulting
there from, for personal injury or death (collectively a
“Claim”), which may be brought against an
Institution Indemnitee by a Study Participant as a
direct result of or directly arising out of: (i) the use or
administration of the Study Drug in strict compliance
with the Protocol; or (ii)a properly performed
procedure required by the Protocol that the Study
Participant would not have otherwise undergone but

for his or her participation in the Study. Hereinafter,
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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Zdravotnické zafizeni a/nebo Hlavni zkousSejici jsou
pred publikace
vydavateli, recenzentovi &i jiné tfeti strané odevzdat
publikaci podobé
Zadavateli a ponechat Zadavateli lhatu v délce
alespon Sedesati (60) dnd na kontrolu a komentar,
(iii) Zdravotnické zafizeni a/nebo Hlavni zkouSejici
na Zzadost Zadavatele bé&hem
Sedesatidenni (60) kontroly odlozi publikaci nebo
prezentaci Nezavislé publikace az o dalSich Ctyficet
pét (45) dna za ucelem umoznéni Zadavateli ziskat
ochranu DusSevniho vlastnictvi, (iv) Zdravotnické
zarfizeni zkouSejici
Zadavatele odstrani veSkeré odkazy na Duavérné
informace (s vyjimkou vysledkl Studie ziskanych
Zdravotnickym zafizenim a Hlavnim zkouSejicim) a
(v) Zdravotnické zafizeni a Hlavni zkouS$ejici zvazi
komentar Zadavatele a navrhované revize v dobré
vife.

povinni zaslanim Nezavislé

Nezavislou v navrhované

vyjadfenou

a/nebo Hlavni na zadost

7. ZAVAZKY A OZNAMENi NAROKU

7.1. Zavazky Zadavatele o odskodnéni
anahrada Gjmy na zdravi Uéastnika
hodnoceni

a) Zadavatel je povinen od3kodnit, branit a
zprostit odpovédnosti Zdravotnické zafizeni a jeho
feditele, funkcionare, zaméstnance a zmocnénce
v€etné Hlavniho zkouSejiciho a  Studijniho
personalu (dale jen jednotlivé ,OdSkodnovana
osoba zdravotnického zafizeni"
Cisle ,Odskodnované osoby zdravotnického
zafizeni“) v pfipadé vesSkerych narokd, Zzalob,
soudnich pfi tfeti strany a pfedvolani, jakoZ i z nich
vyplyvajicich rozsudkl, Skod, zavazkd a vydaji za
Ujmu na zdravi ¢i umrti (dale jen souhrnné ,Narok"),
které mohou byt vzneseny & podany Ugastnikem
hodnoceni proti
zdravotnického zafizeni v pfimém duasledku (i) uziti
nebo podani Studijniho Iéku ve striktnim souladu
s Protokolem nebo (ii) fadné vykonané procedury
vyZadované Protokolem, by Ugastnik

a v mnozném

Odskodriované osobé

kterou
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a Study Participant injury resulting from
Sections 7.1 (a)(i) or 7.1 (a)(ii) shall be referred to as

a “Study Participant Injury”.

b) The Sponsor shall provide the indemnification
detailed in this Section 7 only to the extent a Claim
does not result from or arise out of an Institution
Indemnitee’s: (i) failure to comply with, or deviation
from the Protocol or the written instructions of the
Sponsor or PSI (unless such deviation is medically
necessary in order to protect the health and safety of
a Study Participant and is consistent with prevailing
standards of medical care); (ii) negligence or willful
misconduct; (i) breach of this Agreement; (iv) failure
to obtain informed consent and/or provide the Study
Participant with proper and/or sufficient instructions
regarding the administration and/or use of the Study
Drug, if applicable; or (v) Applicable Regulatory
Requirements . Additionally, the Sponsor shall not
indemnify any Institution Indemnitee to the extent a
Claim is the result of the natural progression of a
Study Participant’s pre-existing disease, condition or
underlying illness, whether previously diagnosed or
not (an “Existing Condition”).

c) The Sponsor agrees to reimburse the
Institution for the reasonable, actual and necessary
costs incurred by the Institution for the diagnosis
and/or standard-of-care treatment of any Study
Participant Injury, as determined by the Sponsor
after consulting with the Investigator and/or the
Institution; provided, however, that the Sponsor shall
not be required to provide reimbursement to the
extent the Study Participant Injury is the result of:
(i) any Institution Indemnitee action or omission
detailed in Section 7 herein; or (ii) an Existing
Condition.
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hodnoceni jinak nepodstoupil, pokud by se
neucastnil Studie. Dale se v této Smlouvé na ujmu
na zdravi U&astnika hodnoceni vyplyvajici z Oddilu
7.1 (a) (i) nebo 7.1 (a) (i) odkazuje jako na ,Ujmu

na zdravi Uéastnika hodnoceni."

b)  Zadavatel je povinen poskytnout odSkodnéni
podrobné specifikované v tomto Oddile 7 pouze
v rozsahu, v némz Narok nevznikl v dusledku (i)
nedodrzeni nebo odchyleni se od Protokolu nebo
pisemnych instrukci Zadavatele nebo PSI (pokud
v8ak toto odchyleni neni nezbytné z lékafského
hlediska za ucelem ochrany zdravi a bezpecnosti
Ugastnika hodnoceni a splfiuje bé&zné standardy
lékafské péce); (ii) nedbalosti nebo umysiného
pochybeni; (i) poruseni této Smlouvy; (iv) neziskani
informovaného a/nebo  pfipadné
neposkytnuti Fadnych a/nebo dostateénych pokynu
ohledné podani a/nebo wuziti Studijniho Iéku
Ugastniku hodnoceni; nebo (v) nedodrzeni Platnych
regulaénich pozadavku ze strany OdSkodnovanych
osob zdravotnického zafizeni. dale
neodskodni Odskodriovanou  osobu
zdravotnického zafizeni v rozsahu, v némz je Narok
disledkem pfirozené progrese
onemocnéni, zdravotniho stavu nebo z&kladniho
onemocnéni Ugastnika hodnoceni, at jiz dFive
diagnostikovaného ¢i nikoli (dale jen ,Existujici
stav®).

souhlasu

Zadavatel
zadnou

jiz existujiciho

c) Zadavatel se zavazuje uhradit
Zdravotnickému zafizeni odpovidajici skutecné a
nezbytné naklady vynaloZzené Zdravotnickym
zafizenim ke stanoveni diagnézy a/nebo na
Ujmy na zdravi
hodnoceni dle rozhodnuti Zadavatele po konzultaci
s Hlavnim zkou$ejicim a/nebo Zdravotnickym
zafizenim, avSak pouze za predpokladu, ze od
vyZadovano
vrozsahu, v némz je Ujma na zdravi Ggastnika
hodnoceni disledkem: (i) jednani nebo opomenuti
ze strany OdSkodnovanych osob zdravotnického
zafizeni podrobné uvedeného v Oddilu 7 této
Smlouvy, nebo (ii) Existujiciho stavu.

standardni [é¢bu Ucastnika

Zadavatele nebude odsSkodnéni
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7.2. The Institution’s and the Investigator’s
Liability

The Institution and the Investigator shall be liable for
any damages arising out of: (i) any breach of this
Agreement by the Institution and/or the Investigator;
or (ii) any negligence or willful act or omission of the
Institution, the Investigator, the Study Personnel or
any of their officers, employees, contractors or staff
in the conduct of the Study.

7.3. Notification of Claims

The Institution and the Investigator shall immediately
serve a notice in writing to PSI and the Sponsor
about any Claim against an Institution Indemnitee.
The Institution Indemnitees shall fully cooperate in all
reasonable aspects upon request by the Sponsor in
the investigation and/or defense of these claims or
lawsuits. The Institution Indemnitees will be entitled
to participate in the defense of such matter and to
employ counsel at its expense to assist in such
defense; provided, however, that the Sponsor will
have final decision-making authority regarding all
aspects of the defense of the Claim.

7.4. Limitation of Liability

Except for Sponsor's obligation to indemnify
described above, no Party to this Agreement shall be
liable to any other Party for any loss of profits, loss
of revenue, loss of goodwill, or for any type of
indirect, special, consequential or
damages arising from any breach of this Agreement.

incidental

8. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

8.1. Regulatory Inspections

a) The Institution and the Investigator shall
promptly notify PSI and the Sponsor of any
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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7.2. Zavazky Zdravotnického zarizeni

a Hlavniho zkousejiciho

Zdravotnické zafizeni a Hlavni zkouSejici jsou
odpovédni za Uujmy zplsobené v dusledku (i)
poruSeni této Smlouvy; nebo (ii) nedbalosti,
umysiného jednani nebo opomenuti ze strany
Zdravotnického zafizeni, Hlavniho zkouS$ejiciho,
Studijniho  personalu nebo
zaméstnancul, kontrahentl nebo jiného personalu
provadéjiciho Studii.

jejich  funkcionara,

7.3. Oznameni naroku

Zdravotnické zafizeni a Hlavni zkouSejici jsou
povinni neprodlené zaslat PSI a Zadavateli pisemné
oznameni o kazdém Naroku vzneseném proti
Odskodnovanym osobam zdravotnického zafizeni.
Odskodnované osoby zdravotnického zafizeni jsou
povinny plné spolupracovat ve vSech pfislusnych
aspektech na pozadani Zadavatele pfi vySetfovani
a/nebo obhajobé proti t¢émto narok{im a pfi soudnich
prich. OdSkodnhované osoby zdravotnického zafizeni
budou mit narok na u€ast na obrané téchto
zalezitosti a najmout si obhajce na své naklady, aby
jim pfi obrané pomahal, a to ovdem za pfedpokladu,
7e Zadavatel bude mit pravomoc ucinit finalni
rozhodnuti tykajici se aspektt obrany proti Naroku.

7.4. Omezeni odpovédnosti

S vyjimkou vySe popsaného zavazku Zadavatele o
odskodnéni nebude zadna ze Stran odpovédna jiné
strané za u8ly zisk, uslé trzby, ztratu dobrého jména
ani za zadny druh nepfimé, zvlastni, pfi¢inné nebo
nahodilé Skody vzniklé poruSenim této Smlouvy.

8. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

8.1. Regulaéni kontroly

a) Svyhradou Platnych regulaénich pozadavku
jsou Zdravotnické zafizeni a Hlavni zkou3ejici

14/42
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inspection or investigation relating to the Study by
any regulatory, governmental or law agency
(including without limitation the EMA and the US
FDA) which they become aware of, subject to the
Applicable Regulatory Requirements. PSI, the
Sponsor and/or their representatives shall have the
right to attend and/or participate in any such
inspection or investigation, subject to the Applicable
Regulatory Requirements.

b) Before the Institution or the Investigator
submit any materials or information to an agency in
connection with an inspection or investigation related
to the Study, PSI and the Sponsor shall have the
right to review, provide and/or comment on any such
materials and/or information. The Institution and the
Investigator shall: (i) cooperate with any regulatory
agency; (ii)comply  with the
requirements of any inspection; (iii) ensure they and
Study Personnel are available to explain and discuss
any Records (defined below) and documentation
related to the Study; and (iv) in case of findings,
respond and undertake appropriate corrective and
preventive actions in a timely manner.

reasonable

8.2. Audit and Monitoring Visits by PSI and the
Sponsor

The Institution and the Investigator shall cooperate
with PSI, the Sponsor and their representatives for
the performance of Study monitoring and audits
during normal business hours and with reasonable
frequency and prior notice. In particular, PSI, the
Sponsor and their representative(s) may review and
duplicate essential Study documents, assess the
Study conduct and the relevant data processing
systems, and interview any person who has been
involved in the conduct of the Study, all in
compliance with the Applicable Regulatory
Requirements and the Informed Consent Forms. In
case of findings, the Institution and the Investigator
shall respond and undertake appropriate corrective
and preventive actions in a timely manner.
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povinni neprodlené pisemné oznamit PSI a
Zadavateli kazdou regulaéni kontrolu nebo Setfeni
tykajici se Studie, kterou provadi regulacéni, statni
nebo kterykoli jiny dfad (v€etné EMA a americké
FDA) a o niz se dozvédi. S vyhradou Platnych
regulaénich pozadavk( budou mit PSI, Zadavatel
a/nebo jejich zastupci pravo byt pfitomni u takovych
kontrol a Setfeni a/nebo se na nich podilet.

b) PSI a Zadavatel budou mit pravo revidovat,
poskytovat a/nebo komentovat tyto materialy a/nebo
informace predtim, nez je Zdravotnické zafizeni
nebo Hlavni zkou$ejici poskytnou
sinspekci nebo Setfenim
souvisejicim se Studii. Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni: (i) spolupracovat
s regulacnim Ufadem, (ii) dodrzovat odpovidajici
pozadavky inspektord, (iii) zajistit, aby oni a Studijni
personal byli k dispozici pro vysvétleni a diskusi
ohledné Zaznamu (definovanych nize) a
dokumentace souvisejici se Studii; a (iv) v pfipadé
nalezd vcéas odpovédét a pfijmout pfislusna
napravna a preventivni opatfeni.

regulacénimu

Uradu v souvislosti

8.2. Audit
a Zadavatelem

a monitorovani provadéné PSI

Zdravotnické zafizeni a Hlavni zkousejici jsou
povinni b&hem béZné pracovni doby a s pfiméfenou
frekvenci a po pfedchozim oznameni spolupracovat
s PSI, jejich  zastupci pfi
monitorovani Studie a pfi auditech. PSI, Zadavatel a
jejich  zastupci
kopirovat nezbytné Studijni dokumenty, posuzovat
provadéni Studie a systémy zpracovani relevantnich
Udaji a pohovofit si se vSemi osobami, které se
podileji na provadéni Studie pfi splnéni Platnych
regulacnich pozadavkll a v souladu s Formulafi
informovaného souhlasu. V pfipadé nalez( jsou
Zdravotnické zafizeni a Hlavni zkouSejici povinni
v€as odpovédét a pfijmout pfislusna napravna a
preventivni opatfeni.

Zadavatelem a

zejména mohou Kkontrolovat a
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8.3. Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including CRFs, documentation regarding
Study Drug and Study Supplies handling, including
accountability records, relevant source documents,
any other essential documents and materials, as
required by the Protocol, the Applicable Regulatory
Requirements and PSl's and the Sponsor's
instructions the "Records"). The
Institution and the Investigator shall keep all the
Records in a safe and secure location for the period
required by the Protocol, the Applicable Regulatory
Requirements and in compliance with the
information given to the Study Participants. At the
Sponsor’s request and reasonable expense, the
Institution and the Investigator shall cooperate with
the Sponsor in: (i) extending the Records keeping
period; or (ii) shipping the Records to another facility
for storage.

(collectively

9. TERMINATION

9.1. Term

The term of this Agreement shall commence on the
last date of signature by the Parties and come into
effect as of the date of its publication in the Contract
Register in accordance with Act No. 340/2015 Coll.,
on the Contract Register, as amended). Unless
terminated earlier in accordance with this Section 9,
this Agreement shall remain in effect until the Study
closeout visit at the Institution.

9.2. Termination by the Sponsor

The Sponsor may terminate this Agreement with
immediate effect: (i) if the Institution and/or the
Investigator breaches this Agreement and fails to
cure such breach within thirty (30) calendar days
from the receipt of written notice; (ii) if the Sponsor
in good faith believe the Study Drug or continuation
of the Study presents an unreasonable medical risk
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8.3. Zaznamy

Zdravotnické zafizeni a Hlavni zkouS$ejici povedou
pfesné, uplné a aktualni zaznamy o v§ech Studijnich
Udajich, které budou zahrnovat CRFs, dokumentaci
k nakladani se Studijnim lékem a Studijnim
materidlem vletné evidence, pfislusné zdrojové
dokumenty a jakékoli dal$i nezbytné dokumenty
nebo materidly dle pozadavk( Protokolu, Platnych
regulac¢nich pozadavk(l a pokynt PSI a Zadavatele
(dale jen souhrnné ,Zaznamy*“). Zdravotnické
zafizeni a Hlavni zkouS$ejici jsou povinni uchovavat
Zaznamy na bezpecném a zabezpefenim misté po
dobu pozadovanou Protokolem, Platnymi
regulaénimi pozadavky a v souladu s informacemi
poskytnutymi U&astnikiim hodnoceni. Na Zadost a
pfiméfené naklady Zadavatele jsou Zdravotnické
zafizeni a Hlavni zkouSejici povinni spolupracovat
se Zadavatelem na (i) prodlouzeni Ihity pro
uchovavani Zaznam nebo (ii) na zaslani Zaznamu
do jiného zafizeni, kde budou ulozeny.

9. TRVANI A UKONCENI

9.1. Doba trvani

Tato Smlouva zadina platit k datu jejiho podpisu
posledni z uvedenych stran a vstupuje v Ucinnost
k datu uvefejnéni v registru smluv v souladu se
zakonem ¢. 340/2015 Sb. o registru smluv v platném
znéni.
predCasné dle Oddilu 9, bude uUc€inna do vykonani
zavére€né navstévy ve Zdravotnickém zafizeni.

Pokud nebude tato Smlouva ukoncéena

9.2. Ukon¢€eni ze strany Zadavatele

Zadavatel smi ukongit tuto Smlouvu s okamzitou
ucinnosti, pokud (i) Zdravotnické zafizeni a/nebo
Hlavni zkouSejici porusi tuto Smlouvu a nezjedna
napravu béhem ftficeti (30) kalendafnich dnd od
obdrzeni pisemného oznameni, (ii) se Zadavatel

vdobé vife domniva, Ze Studijni lék nebo
pokraCovani Studie pfedstavuje nepfimérené
16/42
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to the Study Participants or if there are efficacy or
safety concerns; (iii) if the Study is suspended or not
initiated at the Institution for any reason, or (iv) no
Study Participants have been enrolled at the Study
site by the end of the enrollment period. The Sponsor
may also terminate this Agreement without cause
upon thirty (30) calendar days’ notice, in which case,
all services provided before the termination date
shall be paid in accordance with the Financial
Arrangements.

9.3. Termination by the Institution or the

Investigator

The Institution or the Investigator may terminate this
Agreement with immediate effect: (i) if the Sponsor
breaches this Agreement and fails to cure such
breach within thirty (30) calendar days from the
receipt of written notice; or (ii) if the Institution and/or
the Investigator in good faith believe that the
continuation of the Study presents an unreasonable
medical risk to the Study Participants.

9.4. Surviving Clauses

The termination or expiration of this Agreement shall
not relieve any Party of its obligation to the other with
respect to the following provisions: Section 1.4 b)
and c) [Study Drug and Study Supplies], Section 1.7
[Financial Disclosure], Section 3 [Confidentiality],
Section 4 [Personal Data], Section 5 [Intellectual
Property], Section 6 [Publication], Section 7 [Liability
and Notification of Claims], Section 8 [Inspections,
Audits, Monitoring and Record Keeping], Section 9.4
[Surviving Clauses], Section 10 d) [Non-Debarment
and Anti-Corruption], [Miscellaneous]
and Section 12 [Applicable Law and Place of
Jurisdiction].

Section 11
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zdravotni riziko pro Ug&astniky hodnoceni, nebo
pokud existuji obavy z hlediska ucinnosti nebo
bezpecnosti Studijniho Iéku, nebo (iii) z jakéhokoli
divodu dojde k preruSeni Studie i
nezahajeni ve Zdravotnickém zafizeni; nebo (iv)
v daném Studijnim centru nebyli do konce naboru do
Studie
Zadavatel smi tuto Smlouvu ukongit také bez udani
dlvodu s vypovédni Ihlitou tficet (30) kalendarnich
dnl, v kterém pfipadé budou dle Finanénich
ujednani uhrazeny veskeré sluzby poskytnuté pfed
datem ukonceni.

jejimu

zarazeni zadni Ugastnici hodnoceni.

9.3. Ukonceni ze strany Zdravotnického zafizeni
nebo Hlavniho zkousSejiciho

Zdravotnické zafizeni nebo Hlavni zkouS$ejici sméji
ukongit tuto Smlouvu s okamzitou ucinnosti, (i)
pokud Zadavatel podstatné porusuje tuto Smlouvu a
toto poruseni nenapravi do tficeti (30) kalendarnich
dnd od obdrzeni pisemného oznameni, nebo (ii)
pokud se Zdravotnické zafizeni a/nebo Hlavni
zkouSejici v dobré vife domniva, Ze pokraovani ve
Studii pfedstavuje nepfiméfené zdravotni riziko pro
Ugastniky hodnoceni.

9.4. Platnost po ukonéeni

Ukoné&eni nebo vypr3eni této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.4 b) a c) [Studijni lék a Studijni
materidl], Oddil 1.7 [Majetkové pfiznani], Oddil 3
[Davérnost], Oddil 4 [Osobni udaje], Oddil 5
[Dudevni vlastnictvi], Oddil 6 [Publikace], Oddil 7
[Zavazky a oznameni narok(], Oddil 8 [Kontroly,
audity, monitorovani a zaznamy], Oddil 9.4 [Platnost
po ukonceni], Oddil 10 d) [Nevylouceni a
protikorupéni ustanoveni], Oddil 11 [Razné], Oddil
12 [Platné zakony a soudni pfisluSnost].
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10. NON-DEBARMENT
CORRUPTION

AND ANTI-

a) The Institution and the Investigator represent
and warrant that they have not been and will not be
Debarred and that they will not make use of, nor
otherwise any Debarred person or
organization in the Study. For the purposes of this
Agreement, “Debarred” means disqualified,
excluded or suspended from participation in clinical
research by any competent authority, including the
US FDA.

involve

b) The Institution and the Investigator shall not,
either directly, indirectly or through any third party:
(i) make or promise to make or receive any payment
or (ii) provide, transfer or receive anything of value
for the purpose of: (a) unduly inducing or influencing
any person to do or refrain from doing any official act;
(b) attempting to improperly gain or maintain any
business; or (c) securing any improper advantage.

c) The Institution and the Investigator represent
and warrant that they have not been convicted of any
act of bribery or any other crime of unethical
business conduct and that they will not involve in the
Study any person convicted of bribery or any crime
related to unethical business conduct.

d) The Institution and the Investigator shall
promptly notify the Sponsor and PSI if either
becomes aware of any activities or circumstances,
which may constitute or lead to a violation of this
Section and shall stop utilizing the services of any
person or organization subject to any investigation
about non-compliance with this Section.

11. MISCELLANEOUS

a) The Institution and the Investigator represent
that they are authorized to enter into this Agreement
under the Applicable Regulatory Requirements and
the internal rules of the Institution.
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10. NEVYLOUCENI A PROTIKORUPCNI

USTANOVENI

a) Zdravotnické zafizeni a Hlavni zkouSejici
prohladuji a zaruuji, Zze jim nebyla a nebude
zakazana ucast v klinickém vyzkumu a Ze nepouziji
ani do Studie jinak nezapoji zadnou osobu ani
organizaci, které byla zakazana ucast na klinickém
vyzkumu. Pro ucely této Smlouvy zahrnuje termin
.zakazat® i vyznam vyloucit z Ucasti v klinickém
vyzkumu, zabranit v uCasti nebo pozastavit ucast
v klinickém vyzkumu pfislusnymi ufady, zejména
americkou FDA.

b)  Zdravotnické =zafizeni a Hlavni zkouSejici
nebudou pfimo, nepfimo ani prostfednictvim treti
strany (i) platit nebo slibovat, ze zaplati, pfijimat
zadné Castky ani (ii) poskytovat, pfevadét ¢i pfijimat
zadné cenné predméty za Ucelem (a) pfesvédceni
i ovlivnéni jakékoli osoby, aby jednala nebo naopak
nejednala urcitym zpUsobem, (b) pokusu o ziskani
nebo udrzeni obchodni pfilezitosti, nebo (c) zajisténi
necestné vyhody.

c)  Zdravotnické zafizeni a Hlavni zkouSejici
prohladuji a zaruluji se, Z2e nebyli
z zadného dplatku ani jiného trestného Ccinu
neetického obchodu a Ze do Studie nezapoji osobu
obvinénou nebo trestného
souvisejiciho s neetickym obchodem.

obvinéni

z Uplatku ¢inu
d)  Zdravotnické zafizeni a Hlavni zkousejici jsou
povinni promptné uvédomit Zadavatele a PSI, pokud
se dozvédi o Cinnostech nebo okolnostech, které by
mohly pfedstavovat nebo vést k poruseni tohoto
Oddilu a jsou povinni
kterékoli osoby nebo organizace podléhajici
vySetfovani nedodrzeni tohoto Oddilu.

ukondit uzivani sluzeb

11. RUZNE

a) Zdravotnické zafizeni a Hlavni zkouSejici
prohlasuji, Ze jsou opravnéni uzavfit tuto Smlouvu
dle Platnych regulaénich pozadavk(l a internich
predpist Zdravotnického zafizeni.
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b) The Institution and/or the Investigator may not
assign or subcontract any rights or obligations under
this Agreement without the prior written consent of
the Sponsor. Even if the Sponsor authorizes
assignment or subcontracting, the Institution and the
Investigator remain fully responsible and liable for
the performance of the assigned or subcontracted
obligations.

c) If there is a discrepancy between the English
and the Czech versions of this Agreement, the actual
intention of the Parties shall be established by a
good faith interpretation considering both versions.
In case a discrepancy cannot be resolved by such
interpretation, the Czech version shall prevail.

d) If any provision(s) of this Agreement shall be
declared invalid by a court of competent jurisdiction,
such determination shall not affect the remaining
provisions of this Agreement, which shall remain in
full force and effect. The Parties hereto shall,
however, attempt to replace the provision(s)
declared invalid as aforesaid with legally valid
provision(s), which reflect(s) the same purpose of
the invalid provision(s) to the greatest extent
possible.

e) This Agreement is entered into between the
Parties hereto on principal to principal basis. Nothing
contained in this Agreement shall be construed to
imply a joint venture, employment, partnership, or
principal agent relationship  between the
Institution/Investigator and PSI or the Sponsor; and
no Party hereto by virtue of this Agreement shall
have the right, power or authority to act or create any
obligation, express or implied, on behalf of any other
Party.

f) The Parties acknowledge that Act No.

340/2015 Coll,, on the Contract Register, as
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b) Ani Zdravotnické zafizeni ani Hlavni
zkousejici nesmi postoupit sva prava nebo
angazovat subdodavatele na plnéni svych
povinnosti  vyplyvajicich ztéto Smlouvy bez

pfedchoziho pisemného souhlasu Zadavatele. |
v pfipadé, Ze Zadavatel schvali delegovani i
angazovani subdodavatell, zlstavaji Zdravotnické
zafizeni a Hlavni zkouSejici plné odpovédni za
veSkerych delegovanych povinnosti ¢i
byli

pinéni
povinnosti, na
subdodavatelé.

jejichz  plnéni angazovani
c) 'V pripadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy bude skuteény imysl smluvnich
stran stanoven vykladem obou verzi v dobré vife.
V pfipadé, Ze rozpor nebude mozné vyreSit
takovymto vykladem, pfevazuje verze Ceska.

d) Pokud bude nékteré ustanoveni této Smlouvy
prohlaseno  za neplatné pfislusné
jurisdikce, nebude mit toto rozhodnuti vliv na
zbyvajici ustanoveni této Smlouvy a tato zbyvajici
ustanoveni zlstavaji v plné platnosti a ucinnosti.
Smluvni strany se v8ak pokusi nahradit ustanoveni
prohlaSené za neplatné ustanovenim platnym, které
pini stejny ucel jako neplatné ustanoveni v co
nejvétsim mozném rozsahu.

soudem

e)  Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé zadné
skuteCnosti obsazené v této Smlouvé neni mozné

interpretovat vztah mezi Zdravotnickym
zafizenim/Hlavnim  zkouSejicim a PSI nebo
Zadavatelem jako spoleény podnik, vztah

zameéstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zaroven zadné
ze Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat nebo vytvaret
jménem ostatnich stran jakékoli povinnosti, at' jiz
vyslovné &i nepfimo.

f) Smluvni na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tuto

strany berou
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amended obliges the Institution to publish this
Agreement. PSI shall prepare a machine-readable
electronic format of this Agreement which will blind
out sensitive information in compliance with Section
3 Subsection 1 of the Act on the Contract Register
and send it to the Institution for publication. Once the
Institution publishes the Agreement, the Institution
shall inform PSI of the publication via the PSI data
box with identifier: gw5vnbb and by email sent to
info.prague@psi-cro.com. The Act on the Contract
Register also obliges the Institution to publish the
estimated value of this Agreement. The parties
agree that this amount shall be defined as EUR 130
000.

12. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic, without regard to its conflict of laws
provisions.

b) Any claim or controversy arising out of or
related to this Agreement or any breach hereof shall
be submitted to the jurisdiction of the competent
courts located in Czech Republic.

[SIGNATURE PAGE TO FOLLOW]
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Approved, 11-FEB-2025

MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

Smlouvu v souladu se zakonem ¢&. 340/2015 Sb., o
registru smluv, PSI
strojové Citelnou verzi Smlouvy v elektronickém
formatu se zneditelnénymi citlivymi udaji v souladu
s ustanovenim § 3 odst. 1 zakona o registru smluv
a zasle ji Zdravotnickému zafizeni k uverfejnéni.
bude PSI

v platném znéni. pfipravi

Zdravotnické zarizeni informovat o

uvefejnéni  Smlouvy prostfednictvim  datové
schranky PSI s identifikatorem: gw5vnbb a
emailové adresy: info.prague@psi-cro.com.

Zdravotnické zafizeni je povinno na zakladé Zakona
o registru smluv rovnéz uvefejnit predpokladané
celkové finanéni plnéni poskytnuté na zakladé této
Smlouvy. Smluvni strany se dohodly, ze jde o ¢astku
130 000 Euro.

12. PLATNE ZAKONY A  SOUDNI

PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle platnych
zakoni Ceské republiky bez ohledu na kolizni
normy.

b)  Jakékoli naroky &i spory vzniklé v souvislosti
s touto Smlouvou ¢&i jeji poruSeni budou pfedlozeny
k feSeni vyhradné soudim pfislusné jurisdikce
v Ceské republice.

[NASLEDUJE PODPISOVA STRANA]
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By signing below, each Party hereby accepts and
agrees to the above terms and conditions. Electronic
signatures or copies of handwritten signatures shall
be valid and binding with the same force and effect
as wet-ink originals.

MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

Pfipojenim podpisu nize kazda ze stran pfijima a
souhlasi s vy8e uvedenymi podminkami a
ustanovenimi. Elektronické podpisy ¢&i kopie
vlastnoruénich podpist budou stejné platné a
zavazné jako originaly.

I | I \ e mocnice Pardubického kraje, a.s.

-
Name/Jmeno: I

Title/Pozice: Chairman of the Board of Directors/Pfedseda pfedstavenstva

-
Name/Jmeno: [

Title/Pozice: Member of the Board of Directors/Clen predstavenstva

The Investigator | Hlavni zkouSejici:

Name | EEEEEN: I
N

I TG Therapeutics, Inc.

(signed by PSI CRO Czech Republic s.r.0. in the name of the Sponsor, based on a power of attorney/
podepsala PSI CRO Czech Republic s.r.o. jménem Zadavatele na zakladé plné moci))

Name | IEEEEN: I
Titie | [ N by Povwer of
Attorney I

Name | IEEE: IR
! &
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

a) The compensation to be paid under this
Agreement is defined in the Annex attached hereto.

b) All amounts defined in the Agreement are
exclusive of VAT, which will be added, if applicable.

2. INVOICING

a) For the fees where the invoicing process is
initiated by the Sponsor through PSI, the Sponsor
shall ensure that PSI sends quarterly overviews to
the Institution, setting out the amounts based on
the Study visits and Study procedures completed
and the Study data reported in compliance with this
Agreement (each a “Quarterly Overview”). If the
Institution agrees with the Quarterly Overview, the
Institution shall issue an invoice for the amount
indicated in the Quarterly Overview, converted into
CZK, using the conversion rate of Czech National
Bank on the date of invoicing.

b) For the fees where the invoicing process is
initiated by the Institution, the Institution shall
invoice these items not later than thirty (30) days
after they become invoiceable, converted as
described above.

c) Infusion solutions provided by the Pharmacy
of the Institution according to their current
availability on the market shall be reimbursed by
the Sponsor to the Pharmacy at the current sales
price.

d) The Institution’s invoice shall comply with tax

requirements and indicate the Protocol number.

The Institution shall issue the final invoice not later
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024

Approved, 11-FEB-2025

MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

PRILOHA 1
FINANCNIi UJEDNANI

1. POPLATKY

a) Kompenzaci, ktera ma byt na zakladé této
Smlouvy vyplacena, stanovuje nize pfipojena
Priloha.

b)  VSechny &astky stanovené ve Smlouveé jsou
bez DPH, ktera bude pfipadné pfipocitana.

2. FAKTURACE

a) V pripadé poplatkQ, u kterych faktura¢ni
proces iniciuje Zadavatel prostfednictvim PSI, je
Zadavatel povinen zajistit, aby PSI
Ctvrtletni  prehledy Zdravotnickému
v nichz budou uvedeny castky na zakladé
provedenych Studijnich navstév a Studijnich
procedur a odevzdanych Studijnich udaji v
souladu s touto Smlouvou (vzdy ,Ctvrtletni
prehled). Pokud Zdravotnické zafizeni se
Ctvrtletnim prehledem souhlasi, vystavi fakturu na
gastku Ctvrtletnim  prehledu,
pfevedenou na K& za pouziti pfevodniho kurzu
Ceské narodni banky platného k datu vystaveni
faktury.

zasilala
zarizeni,

uvedenou ve

b) V pfipadé poplatkl, u kterych fakturaéni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky
nejpozdéji tficet (30) dni od okamziku, kdy se
stanou fakturovatelnymi, pfevedené dle vySe
uvedeného popisu.

c) Infuzni které zajisti Lékarna
Zdravotnického zafizeni dle aktualni dostupnosti
na ftrhu, bude zadavatel proplacet Iékarné
v aktudlni prodejni cené.

roztoky,

d) Faktury Zdravotnického =zafizeni museji
spliovat danové pozadavky a uvadét Cdcislo
Protokolu. Kone&nou fakturu vystavi Zdravotnické
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than thirty (30) days after the closeout visit to the
Institution.

e) All invoices shall be addressed and sent to
PSI at the following address:

PSI CRO Czech Republic s.r.o0.

V Parku 2343/24

14800 Prague

Czech Republic

and sent to: Finance-Prague@psi-cro.com.

3. PAYMENTS

a) The Sponsor shall ensure that PSI makes
the payments in CZK within thirty (30) days after
receipt of the undisputed invoice.

b) The Sponsor will only accept making
payments to bank accounts located in the country
where the services under this Agreement have
been performed.

c) The Sponsor shall be entitled to withhold the
payment the Investigator
appropriately answered all data clarification
requests, all Study Supplies and/or Study Drug has
been returned/destroyed as per the Sponsor or PSI
instructions, and the Sponsor or PSI has performed
a closeout visit to the Institution.

last until has

CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024

Approved, 11-FEB-2025

MUDr. Miroslav Mare$
Nemocnice Pardubického kraje, a.s.

zarizeni nejpozdéji tficet (30) dnu od zavérecné
navstévy Zdravotnického zafizeni.

e) VeSkeré faktury budou zasilany na nize
uvedenou adresu PSI:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha

Ceska republika

a na Finance-Prague@psi-cro.com.

3. PLATBY

a) Zadavatel je povinen zajistit, aby PSI
provedla platby v K& (€eskych korunach) do ftficeti
(30) dnui od obdrzeni nesporné faktury.

b)  Zadavatel povoluje zasilani plateb pouze na
bankovni Uty nachazejici se v zemi, kde byly
sluzby na zakladé této Smlouvy poskytovany.

c) Zadavatel ma pravo pozdrzet posledni
platbu, dokud Hlavni zkou$ejici nalezité nezodpovi
veSkeré Zadosti o objasnéni Udaji, nedojde k
vraceni/likvidaci veSkerého Studijniho materialu
a/nebo Studijniho Iéku dle pokynd Zadavatele
nebo PSI nebo PSI nevykona
zavére€nou navstévu ve Zdravotnickém zafizeni.

a Zadavatel
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Nemocnice Pardubického kraje, a.s.

Annex to the Financial Arrangement
Priloha k Finanénim ujednanim

This Annex defines the compensation to be paid under the Agreement.
Tato Pfiloha stanovuje odménu, ktera ma byt vyplacena dle Smlouvy

The column "Invoice initiated by" indicates if the payment of the particular fee will be initiated by PSI via
a Quarterly Overview or by the Institution via an invoice.

Sloupe&ek "Fakturu iniciuje" uvadi, zda platbu konkrétni &astky iniciuje PSI prostfednictvim Ctvrtletniho
prehledu nebo Zdravotnické zafizeni prostfednictvim faktury.

1. Per Visit Fees | Platby za navstévy

The per visit fees shall be calculated in accordance with the below table based on (i) the number of
Study subjects and (ii) the number of visits performed and completed CRF sections with respect to
these Study subjects in compliance with the Agreement.

Platby za navstévy budou vypocitany v souladu s tabulkou nize na zakladé (i) poc¢tu Subjektd
hodnoceni a (ii) poctu uskuteénénych navstév a vyplnénych a monitorem PSI potvrzenych oddild CRF
s ohledem na tyto Subjekty hodnoceni v souladu se Smlouvou.

'

IV arm/IlV Rameno

CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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Q8 Week SC Arm/Q8 Tyden SC
Rameno
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2. Additional Procedural Fees | Dodatecné poplatky

Further to the per visit fees, the following unscheduled and/or additional procedures or visits will be
compensated upon occurrence

Dale budou mimo poplatkli za jednotlivé navstévy hrazeny také nize uvedené neplanované a/nebo
dodate&né procedury nebo navstévy dle jejich absolvovani.

|
K
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Nemocnice Pardubického kraje, a.s.

3. Screen Failures | Neluspésny screening

A Screen Failure shall be defined as a Study Participant who has signed an Informed Consent Form
but fails to meet eligibility criteria and/or for any other reason(s) discontinues the Study before
randomization. Sponsor retains the right to deny payment in case of any deviations from the Protocol or
other written instructions. Several Screen Failure events might be applicable for one participant due to
Re-screening activities.

The cost of the Screening Visit for Valid Screen Failures will be reimbursed as the cost of the
Screening visit per Table 1 above and any conditional assessments that occurred per Screen Failure
event per Table 2. Institution/Investigator will receive payment for up to three (3) full Screen Failures.
Additional Screen Failures may be reimbursed to Institution/Investigator upon Sponsor's prior written
approval.

Za NeUspésny screening bude povazovan Ug&astnik hodnoceni, ktery podepsal Informovany souhlas,
av$ak nesplnil kritéria pro zafazeni do Studie a/nebo z jinych dlivodd ukongéil i¢ast ve Studii pfed
randomizaci. Zadavatel si vyhrazuje pravo odmitnout platbu v pfipadé odchylek od Protokolu &i od
jinych pisemnych instrukci. Vzhledem k aktivitam spojenym s Opétovnym screeningem se muze k
jednomu ucastniku vztahovat nékolik pfihod Neuspésnych screeningd. Naklady na screeningovou
navstévu budou u Opodstatnénych Neuspésnych screeningl uhazeny jako naklady na Screeningovou
navstévu dle Tabulky 1 vySe a jakakoli podminéna vysSetfeni provedena v ramci jednotlivych
Neuspésnych screeningu dle Tabulky 2. Zdravotnické zafizeni/Hlavni zkousejici obdrzi platbu za
maximalné tfi (3) Neuspésné screeningy. DalSi Neuspésné screeningy mohou byt Zdravotnickému
zafizeni/Hlavnimu zkouSejicimu uhrazeny po pfedchozim pisemném schvaleni Zadavatele.

4. Patient Travel Reimbursement | Nahrada cestovnich vydajli pacientim

Reasonable travel expenses incurred by Study Participants, where applicable as per the ICF and local
regulations, shall be reimbursed at a fixed amount of “per each visit based on the

completed Reimbursement log. If actual expenses exceed this amount, Study Participants will be
compensated based on the relevant receipts provided upon Sponsor’s written approval. For the
exceeded expenses - an evidence of mode of transport, such as bus and train or taxi receipts, as well
as other supporting documentation must be attached to the Reimbursement Log indicating the patient
number, the visit number and date, travel details, type of transport. Study Participants participating in
treatment arm with intravenous administration will receive an additional reimbursement of *
to compensate meal costs, if allowed per local regulations and as per approved ICF, for W1D1
visit which has long duration.
Reimbursement shall be made as per site common practice through the Institution who shall reimburse
the Study Participants by cash or confidential direct-to-patient bank transfer (via PSI).
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Nemocnice Pardubického kraje, a.s.

Ugastnikiim hodnoceni budou uhrazeny odpovidajici cestovni vydaje pausaini sastkou ve vysi [ Iz
za kazdou studijni navstévu dle vyplnéného Deniku nahrad (Reimbursement Log) a
v souladu s Informovanym souhlasem a platnou lokalni legislativou. Pokud skute¢né naklady prekroci
tuto &astku, budou Ugastnikiim hodnoceni uhrazeny na zakladé prislusnych Gétenek a po pisemném
schvaleni Zadavatelem. P¥i prekro¢eni limitu nakladd musi byt k Deniku nahrad pfipojeny doklady o
zpusobu dopravy, napf. autobusové a vlakové jizdenky nebo Uétenka taxi sluzby a dal$i doklady a je
tfeba uvést &islo pacienta, &islo a datum navitévy, podrobnosty cesty, druh dopravy. Ugastnici
hodnoceni, ktefi se Studie u¢astni v rameni s intravendzné podavanym pfipravkem, obdrzi pfi
navstévé v W1D1, ktera je Gasové narodna, dalsi uhradu ve vysi & jako nahradu
nakladu za jidlo, pokud to dovoluji lokalni pfedpisy a v souladu se schvalenym ICF. Nahrady budou
vyplaceny dle standardni praxe prostfednictvim Zdravotnického zafizeni, které je povinno vyplatit
Ugastnikiim hodnoceni nahrady v hotovosti nebo ddvérnym bankovnim pfevodem na bankovni udet

pacienta (prostfednictvim PSI).

5. Administrative Fees | Administrativni poplatky

L 3
| o
-
|
r
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ATTACHMENT 2
DATA PROCESSING REQUIREMENTS

1. The Institution and the Investigator agree
only to process personal data for and on behalf of
the Sponsor in accordance with the instructions of
the Sponsor and for the purpose of the Study and
to ensure the Sponsor’'s compliance with the Data
Protection Laws. Sponsor instructs Institution and
Investigator to process personal data as described
by this Agreement and the Protocol.

2. The Institution’s processing of personal
data, as a processor of the Sponsor, shall be
governed by this Agreement, the Protocol, the
CRFs, and the information given to the Study
Participants, which set out the subject matter,
duration, nature and purpose of the processing, the
type of personal data and the categories of data
subjects, the rights and obligations of the Parties
as well as the rights of the Sponsor as a controller.

3. The Institution and the Investigator agree to
comply with the obligations applicable to
processors described by Article 28 GDPR, as well
as those additional obligations required by the
Sponsor pursuant to this Agreement, including but
not limited to the following:

a) processing personal data
accordance with the Protocol, the CRFs and
other documented instructions of the
Sponsor. In case the Institution or the
Investigator consider that an instruction
infringes the  Applicable  Regulatory
Requirements or that they are required by
law to otherwise process the personal data,
the Institution and the Investigator shall
notify PSI the Sponsor
undertaking the processing, or as soon as
possible thereafter, unless such notification
is prohibited on important grounds of public
interest in accordance with Article 28(3)(a)
GDPR;
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PRILOHA 2
POZADAVKY NA ZPRACOVANI UDAJU

1. Zdravotnické zafizeni a Hlavni zkouSejici se
zavazuji zpracovavat pouze osobni Udaje pro
Zadavatele ajeho jménem v souladu s pokyny
Zadavatele a pro ucely Studie a zajistit soulad se
Zakony o ochrané udaji ze strany Zadavatele.
Zadavatel nafizuje Zdravotnickému zafizeni a
Hlavnimu zkouSejicimu zpracovavat osobni udaje
v souladu s touto Smlouvou a Protokolem.

2. Zpracovavani osobnich udaju
Zdravotnickym zafizenim jakozto Zadavatelovym
zpracovatelem se fidi touto Smlouvou, Protokolem,
CRFs a informacemi poskytnutymi Ug&astnikim
hodnoceni, které stanovuji predmét, délku, povahu
a ucel zpracovani, druh osobnich Gdaju a kategorie
subjektd Udajl, prava a povinnosti Stran a prava
Zadavatele jakozZto spravce udaju.

3. Zdravotnické zafizeni a Hlavni zkousejici se
zavazuji plnit povinnosti, které se vztahuji na
zpracovatele a které jsou popsany v Clanku 28
GDPR, jakoZ i dalSi povinnosti, jejichZ plnéni je
pozadovano Zadavatelem dle této Smlouvy,
zejména plnéni niZze uvedenych povinnosti:

a) zpracovavat osobni Udaje pouze v souladu
s Protokolem, CRFs a dalSimi doloZenymi
pokyny Zadavatele. Pokud se Zdravotnické
zafizeni nebo Hlavni zkouSejici
domnivat, Ze néktery pokyn porusuje Platné
regulaéni poZzadavky, nebo Ze od nich zakon
vyzaduje jiné zpracovani osobnich udaju,

budou

zafizeni a Hlavni
zkouSejici uvédomit PSI a
Zadavatele pfed zpracovanim udajl, nebo
poté, pokud vSak toto
neni zakazano z dilezitych
divodl vefejného zajmu v souladu s
Clankem 28 odst. 3 pism. a) nafizeni
GDPR;

ma Zdravotnické

povinnost

co nejdfive
uvédomeéni
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c)

d)

ensuring that Study Personnel authorized to
process personal data have committed
themselves to confidentiality or are under an
appropriate  statutory  obligation  of
confidentiality (Article 28(3)(b) GDPR);

taking all measures required by Article 32
GDPR in relation to the security of
processing (Article 28(3)(c) GDPR). In
particular, the Institution and the
Investigator shall comply with the Technical
and Organizational Measures described in
Attachment 3 and implement any further
measures necessary to ensure a level of
security appropriate to the risk presented by
the processing;

complying with the conditions described in
Article 28(2) and (4) GDPR for engaging
another processor (Article 28(3)(d) GDPR).
In particular, the Institution and the
Investigator shall not engage another
processor for the purpose of the Study
without prior written authorization from or on
behalf of the Sponsor (Article 28(2) GDPR).
It is the responsibility of the Institution and
the Investigator to ensure that any approved
sub-processor complies with the Data
Protection Laws, as well as this Attachment
2 and Attachment 3 to this Agreement;

taking into account the nature of the
processing, assisting the Sponsor, by
appropriate technical and organizational
measures, insofar as this is possible, to
respond to requests for exercising data
subjects’ rights (Article 28(3)(e) GDPR). In
particular, the
Investigator shall inform the Sponsor and
PSI immediately (and no later than within
one (1) working day) of any request
received from or on behalf of a Study
Participant (or any other data subjects) who
exercises his/her rights under GDPR in the

Institution and the
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zajistit, aby se Studijni personal opravnény
osobni Udaje
mi¢enlivosti, nebo aby byl vazan zakonnou
povinnosti migenlivosti (Clanek 28 odst. 3
pism. b) GDPR);

zpracovavat zavazal k

pfijmout veSkera opatieni
Clankem 32  GDPR

s bezpeénosti zpracovavani udaji (Clanek
28 odst. 3 pism. ¢) GDPR). Zdravotnické
zafizeni a Hlavni zkouSejici jsou zejména
povinni dodrzovat Technicka a organizaéni
opatfeni popsana v Pfiloze 3 a zavést dalSi

vyzadovana
v souvislosti

opatieni nutna Kk zajisténi zabezpeceni
odpovidajiciho riziku, které zpracovani
predstavuje;

byt v souladu s podminkami popsanymi ve
Clanku 28 odst. 2 a 4 GDPR pro angazovani
zpracovatele udajt (Clanek 28 odst. 3 pism.
d) GDPR). Zdravotnické zafizeni a Hlavni
zkouSejici jsou
neangazovat dalSiho zpracovatele Udajli pro
uCely Studie bez predchoziho pisemného
souhlasu Zadavatele nebo poskytnutého
jeho jménem (Clanek 28 odst. 2 GDPR). Za
zajisténi souladu v8ech schvalenych dil€ich
zpracovatelt se Zakony o ochrané udajl i
s Pfilohou 2 a 3 této Smlouvy je odpovédné
Zdravotnické zafizeni a Hlavni zkouSejici;

zejména povinni

pfi ~ zohlednéni  povahy  zpracovani
napomahat Zadavateli prostfednictvim
vhodnych technickych a organizaénich
opatreni, pokud je to mozné, pfi reagovani
na zadosti o uplatnéni prav subjektl udaju
(Clanek 28 odst. 3 pism. e) nafizeni GDPR).
Zdravotnické zafizeni a Hlavni zkouSejici
maji neprodlené
informovat Zadavatele a PSI (nejpozdéji do
jednoho (1) pracovniho dne) o vSech
zadostech, které obdrzi
hodnoceni nebo jejich jménem (nebo od
jinych subjektd udajl), které uplatiuji sva

zejména  povinnost

od Ugastnika
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)]

h)

context of the Study. The Institution and the
Investigator shall handle those requests in
accordance with PSI's and Sponsor’s
reasonable instructions and in compliance
with the Data Protection Laws;

assisting the Sponsor, to
compliance with the obligations pursuant to
Articles 32 to 36 GDPR, taking into account
the nature of the processing and the
information available to the Institution
(GDPR Atrticle 28(3)(f) GDPR). In particular,
in the event of any personal data breach by
the Institution as a processor of the
Sponsor, the Institution and the Investigator
shall: (i) within twenty-four (24) hours
following discovery of such personal data
breach, send written notice of the incident
via e-mail to privacy@psi-cro.com; (ii) not
make any statements or notifications about
the personal data breach, as it relates to the
processing for the purpose of the Study, to
any individual affected by the incident, the
public or any third party without Sponsor’s
prior written approval; and (iii) immediately
take steps to investigate and mitigate the
personal reasonably
cooperate with the Sponsor and/or PSI;

ensure

data breach and

destroying or returning, at the choice of the
Sponsor, all personal data to the Sponsor at
the expiration or early termination of the
Agreement, unless the Agreement, the
Protocol or the Applicable Regulatory
Requirements provide for a longer retention
period (Article 28(3g) GDPR) or where that
personal data is held by the Institution as a
controller for its own purpose(s);

providing the Sponsor and/or PSI with
evidence of their compliance with the
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prava dle nafizeni GDPR v kontextu Studie.
Zdravotnické zafizeni a Hlavni zkouSejici
maji povinnost s témito Zadostmi nakladat v
souladu s pFfiméfenymi pokyny PSI a
Zadavatele a v souladu se Zakony o
ochrané udaju;

napomahat Zadavateli zajistit dodrzovani
povinnosti vyplyvajicich z Clanka 32 az 36
GDPR a vzit pfi tom v uavahu povahu
zpracovani udaju a informace dostupné
Zdravotnickému zafizeni (Clanek 28, odst.
3, pism. f) GDPR). V pfipadé poruseni
ochrany osobnich adaji Zdravotnickym
jakozto Zadavatelovym
zpracovatelem udaju, maji Zdravotnické
zkousejici
povinnost (i) do dvaceti Ctyf (24) hodin od
incidentu zaslat pisemné oznameni na
privacy@psi-cro.com; (ii) bez pisemného
souhlasu  Zadavatele neCinit zadné
prohlaseni ani oznameni o poruseni
ochrany osobnich udajd, nebot souvisi se
zpracovanim udajl pro ucely Studie, fyzické
osobé dotCené incidentem, na verejnost
nebo tfeti strané; a (iii) okamzité podniknout
kroky

zarizenim

zafizeni a Hlavni zejména

k vySetfeni  poruseni  ochrany
osobnich Udaju a zmirnéni jeho dopadu a
pfiméfené spolupracovat se Zadavatelem

a/nebo PSI;

po vyprSeni platnosti nebo predéasném
ukon&eni Smlouvy zlikvidovat nebo vratit
Zadavateli — dle rozhodnuti Zadavatele —
vesSkeré osobni uUdaje, pokud neni jejich
delSi pozadovano Smiouvou,
Protokolem nebo Platnymi regulaénimi
pozadavky (Clanek 28 odst. 3 pism. g)
nafizeni GDPR) nebo pokud tyto osobni
Udaje nejsou v drzeni Zdravotnického
zafizeni jakozto spravce pro vlastni ucely;

ulozeni

poskytnout Zadavateli a/nebo PSI dikaz o
dodrZovani povinnosti stanovenych touto
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obligations set out in this Attachment 2,
and/or, at the Sponsor’s or PSI’s discretion
and on reasonable notice, allowing the
Sponsor and/or PSI, or a third party
appointed by the Sponsor and/or PSI, to
audit the Institution’s and Investigator’s
compliance with the obligations described in
this Attachment 2, and Data Protection
Laws, subject to the Sponsor and/or PSI, or
the appointed third party, complying with all
relevant health and safety and security
policies of the Institution (Article 28 (3h)
GDPR); and

i) maintaining a record to demonstrate
compliance with this Attachment 2 and Data
Protection Laws, including the records
required pursuant to Article 30(2) GDPR.

4. Furthermore, the Institution and the
Investigator shall:

a) ensure that the Study Personnel do not
process personal data except in accordance
with the Agreement, the Protocol and
information given to the Study Participants;

b) take all reasonable steps to ensure that the
Study Personnel who have access to the
personal data: (i) are aware and comply
with the Institution’s and the Investigator’s
duties under this Attachment 2; (ii) received
relevant data protection trainings; and
(i) have  committed themselves to
confidentiality.

5. The Institution and the Investigator shall not
transfer personal data to a third country without
first: (i) obtaining prior written agreement of the
Sponsor or PSI; and (ii) ensuring that any data
transfer to a third country complies with the
applicable Data Protection Laws, including Chapter
V of the GDPR.
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Pfilohou 2 a/nebo dle rozhodnuti
Zadavatele a/nebo PSI a po odpovidajicim
oznameni umoznit Zadavateli a/nebo PSI
nebo tfeti strané jmenované Zadavatelem
a/nebo PSI provést audit souladu
Zdravotnického zafizeni a  Hlavniho
zkouSejiciho s povinnostmi  popsanymi
v Pfiloze 2 a Zakonech o ochrané udajl
s vyhradou souladu Zadavatele a/nebo PSI,
nebo jmenované ftfeti strany se vSemi
relevantnimi zdravotnimi a bezpe€nostnimi
nafizenimi Zdravotnického zafizeni (Clanek
28 odst. 3 pism. h) GDPR); a

h) vést zaznamy k prokazani souladu s touto
Pfilohou 2 a Zakony o ochrané udaja véetné
zaznamU vyzadovanych dle Clanku 30 odst.
2 nafizeni GDPR.

4. Zdravotnické zafizeni a Hlavni zkousejici
jsou dale povinni

a) zajistit, aby Studijni personal nezpracovaval
osobni Udaje s vyjimkou zpracovani
v souladu s touto Smlouvou, Protokolem a
informacemi  poskytnutymi  U&astnikim
hodnoceni;

b) podniknout veSkeré pfiméfené kroky
k zajisténi, aby vSichni ¢lenové Studijniho
personalu, ktefi maji pfistup k osobnim
udajom, (i) si byli védomi povinnosti
Zdravotnického zafizeni a Hlavniho
zkouSejiciho dle této PFilohy 2 a dodrzovali
je; (ii) podstoupili povinné Skoleni tykajici se
ochrany udaji; a (i) zavazali se
k mi€enlivosti.

5. Zdravotnické zafizeni a Hlavni zkousejici
jsou povinni nepfedavat osobni udaje do tfetich
zemi bez toho, aby nejdfive: (i) ziskali pfedchozi
pisemny souhlas Zadavatele nebo PSI a (ii) zajistili
soulad vSech predani udaju do tfetich zemi
s platnymi Zakony o ochrané udaju v€etné kapitoly
V GDPR.
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ATTACHMENT 3
TECHNICAL AND ORGANIZATIONAL
MEASURES

Where the Institution is the Sponsor's processor,
the comply with the Data
Processing Requirements defined in the above
Attachment 2, the information given to the Study
Participants and the following Technical and
Organizational Measures:

Institution shall

A. Technical Measures

1. Measures of pseudonymisation of personal
data apply to the processing of personal data of
Study Participants and are implemented by the
Institution and by the Investigator through removal
of identifying personal data elements (name,
surname, address, phone number, e-mail address,
laboratory accession numbers, medical record
number, signature, day and month of birth) and
replacing the listed identifiers with the subject
identification code (SIC) of the Study Participant.

The following conditions are satisfied in the

implementation of pseudonymisation:

- The Institution and the Investigator disclose
personal data of Study Participants in such a
manner that the personal data can no longer
be attributed to a specific Study Participant,
without the use of additional information,
namely the subject identification log.

- Subject identification log is the list matching
the name of Study Participants and the SIC
assigned to them in the Study. The log is
retained by the Institution located
Member State or in a third country, territory or
one or more specified sectors within a third
country, or at an international organization for
which the Commission has established in
accordance with Article 45 GDPR that an
adequate level of protection is ensured.
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PRILOHA 3
TECHNICKA A ORGANIZACNi OPATRENI

V situacich, kdy je Zdravotnické zafizeni
Zadavatelovym zpracovatelem udajll, je povinno
fidit se Pozadavky na zpracovani udajl
definovanymi vySe v Pfiloze 2, informacemi
poskytnutymi  U&astnikim hodnoceni a nize
uvedenymi  Technickymi a  organizacnimi
opatfenimi:

A. Technicka opatieni

1. Opatreni pseudonymizace osobnich udaji
se vztahuji osobnich udaju
Ugastniki hodnoceni a Zdravotnické zafizeni a
Hlavni zkouSejici je aplikuji prostfednictvim
odstranéni identifikacnich osobnich udaju (jméno,
pfijmeni, adresa, telefonni &islo, emailova adresa,
Cisla pfidélena laboratofi, Cislo zdravotnich
zaznamu, podpis, den a mésic narozeni) a
nahrazenim vy$e uvedenych udaju identifikaénim
kédem subjektu (SIC) pridélenym Ugastniku
hodnoceni.

na zpracovani

Pseudonymizaci
podminky:

jsou splnény niZze uvedené

- Zdravotnické zafizeni a Hlavni zkouSejici
sdéluji osobni udaje Ugastnikd hodnoceni
zpusobem, kdy osobni Udaje jiz nemohou byt
pfifazeny ke  konkrétnimu  Ugastnikovi
hodnoceni bez pouziti dalSich informaci,
jmenovité identifikacnich zaznama subjektu.

- Identifikaéni zaznamy subjektu jsou seznam
spojujici jména Ugastnikd hodnoceni a jim
pfidéleny SIC vramci Studie. Zaznamy se

Zdravotnickém

v Clenském staté nebo ve tieti zemi, na tretim

najednom nebo na

specifikovanych mistech vramci tfeti zemé
nebo v mezinarodni organizaci, u niz Komise

v souladu s Clankem 45 GDPR rozhodla, Ze

zajiStuje adekvatni aroven ochrany.

uchovavaji  ve zarizeni

uzemi i vicero
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- Disclosure or unauthorised use of that
additional information is prevented by
appropriate technical and organizational
safeguards, including the rules of clinical
research captured in the ICH GCP, EU
Clinical Trial Regulation and national laws on
clinical The
Investigator retain sole control over the
subject identification log. The Investigator and
Institution are prohibited from releasing the
original or any copy of the subject
identification log to PSI and Sponsor.

research. Institution and

- Institution and Investigator commit to transmit
only  pseudonymised Study
Participants (i.e. health-related data, allowed
demographic data and SIC) and shall inform
the Sponsor and PSI if the Institution and the
Investigator become aware of any case of
improper pseudonymisation.

data of

2. Measures of encryption are implemented
through the use by Institution and Investigator of
the transport layer encryption for which it is
ensured that the encryption protocols employed
are state-of-the-art; the specific protective and
state-of-the-art measures shall ensure protection
against active and passive attacks on the sending
and receiving providing transport
encryption, including tests software
vulnerabilities and possible backdoors. Institution
and Investigator apply
encryption methods to personal data of Study
Participants when disclosing these personal data to
the Sponsor and PSI for further processing.

systems
for

will state-of-the-art

3. Measures for allowing data portability and
ensuring erasure are implemented through the
availability of the relevant tools and/or features
within the computer systems used by Institution
and Investigator to process Study-related personal
data; and establishment of the processes to handle
requests for the execution of data subject rights
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- Prostfednictvim odpovidajicich technickych a
organizacnich bezpec¢nostnich opatfeni v€etné
pravidel klinického vyzkumu uvedenych v ICH
GCP, Nafizeni EU o klinickych hodnocenich a
narodnich zakond o klinickém vyzkumu se
zamezuje sdéleni nebo
pouziti dodateénych informaci. Zdravotnické
zafizeni a Hlavni zkou$ejici si ponechavaji
vyhradni kontrolu nad identifikaénimi zaznamy
subjektd.
Zdravotnickému zafizeni je zakadzano pfedavat
originaly ¢i kopie identifikacnich zaznamd
subjektt PSI nebo Zadavateli.

neopravnénému

Hlavnimu zkousejicimu a

- Zdravotnické zafizeni a Hlavni zkousejici se
zavazuji pfedavat pouze pseudonymizované
udaje Ug&astniki hodnoceni (f. udaje
souvisejici se zdravim, povolené demografické
udaje a SIC) informovat
Zadavatele a PSI, pokud se dozvédi o pfipadu
nespravné pseudonymizace.

a jsou povinni

2. Opatreni  Sifrovani ddaju se zavadi
prostfednictvim zaSifrovani predavanych udajl
Zdravotnickym zafizenim a Hlavnim zkous$ejicim,
které zajistuje pouziti nejmodernéjSich Sifrovacich
protokol(; specificka ochranna a moderni opatfeni
zajisti ochranu proti aktivnim i pasivnim Gtokiim na
odesilajici i pfijimaci systémy prostfednictvim
Sifrovaného pfenosu dat vcéetné testl slabin
softwaru a moznych zajisténi.
zafizeni a Hlavni zkouSejici aplikuji nejmoderné;jsi
ifrovaci metody na osobni udaje Ug&astnik(
hodnoceni pfi pfedavani téchto udaju Zadavateli a

PSI k dal§imu zpracovani.

Zdravotnické

3. Opatreni umoZriujici pfenosnost udaji a
zajistujici udaji  se
prostfednictvim dostupnosti pfislusnych nastrojl
a/nebo funkci
pouzivanych Zdravotnickym zafizenim a Hlavnim
osobnich udaju
v souvislosti se Studii a zavedeni procesu na

vymazani zavadi

vramci pocitatovych systému

zkouSejicim ke zpracovani
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regarding personal data protection.

4, Measures for ensuring ongoing
confidentiality are implemented ensuring least
privilege principle in distributing permissions for
access to personal data, namely restricting access

to personal data to only those individuals who

require such access to perform their
responsibilities related to the Study.
5. Computer systems used for the processing

of personal data ensure data integrity through the
event logs and audit trail functions, as well as
through implementation of digital signatures to
verify the origin of the information and its
authenticity.

6. Availability and resilience of processing
systems and services are ensured through
implementation and testing of services/systems
continuity and disaster recovery plans, as well as
ensuring, where appropriate, systems redundancy.

7. Measures for ensuring the ability to restore
the availability and access to personal data in a
timely manner in the event of a physical or
implemented through
ensuring that information systems, computers and
software in the processing by the
Institution and Investigator are backed up in
accordance with the information security policies of
the Institution; the backups are stored on an
external site; the backup service is outsourced and
contractually regulated; users, service providers
(sub-processors) are responsible to report to the
Institution security incidents; the restoration of
backups is regularly tested; uninterruptible power
supply are used to protect the equipment used for
critical processing.

technical incident are

involved

8. Measures for identification and
authorisation are implemented through assigning
unique identifiers per user, mandatory compliance

with corporate password policy; requiring different
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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zpracovani zadosti o uplatnéni prav datovych
subjektd s ohledem na ochranu osobnich udaju.

4. Opatreni k zajisténi nepretrzité davérnosti
se zavadi pomoci principu minimalniho privilegia
pfi rozdélovani povoleni na pfistup k osobnim
udajum, jmenovité omezeni pfistupu k osobnim
Udajim pouze na ty osoby, které pozaduji pfFistup
ke splnéni svych povinnosti v souvislosti se Studii.

5. PocitaCové  systémy
zpracovani osobnich Gdajl zajistuji integritu Gdaji
prostfednictvim denik( pro zaznam udalosti (tzv.
event log) a funkce auditového zaznamu a
prostfednictvim implementace digitalnich podpis(
k ovéreni puvodu informaci a jejich autenti¢nosti.

pouzivané ke

6. Dostupnost a odolnost systému pro
zpracovani Udajd a sluzeb je zajisténa
prostfednictvim  implementace a  testovani

kontinuity sluzeb/systémd a planGd obnovy po

katastrofach, jakoz i zajiSténi nadpocetnosti
systémd, kde je tfeba.
7. Opatreni k zajisténi schopnosti véas obnovit

dostupnost a pristup k osobnim udajim v pripadé
fyzického nebo technického incidentu se zavadi
prostfednictvim zajidténi, aby informaéni systémy,
pocCitaCe a softwary pouzité pfi
Zdravotnickym zafizenim a Hlavnim zkousejicim
byly zalohovany v souladu s pravidly zabezpeceni
informaci Zdravotnického zafizeni; zalohy jsou
ulozeny mimo Zdravotnické zafizeni; zalohovani je
outsourcovano a upraveno smluvné; uzivatelé,
poskytovatelé sluzeb (dil¢i zpracovatelé) jsou
odpovédni za bezpec€nostnich
incidentll Zdravotnickému zafizeni;
zaloh je pravidelné testovana; k ochrané vybaveni
se pouziva nepferusitelny pfivod elektrického
proudu pro kritické zpracovavani.

zpracovani

oznamovani
obnova ze

8. Opatreni k identifikaci a autorizaci uZivatelt
se zavadi prostfednictvim pfidéleni jedine¢nych
identifikatord jednotlivym uzivatelim, povinnym
dodrzovanim korporatnich pokynl ohledné hesel;
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credentials to different computer
systems/applications; requiring users to change
default passwords attributed by

administrator/automatically by the system at
account creation or resetting a password.

9. Processes for regularly testing, assessing
and evaluating the effectiveness of technical and
organizational measures in order to ensure the
security of the processing are implemented through
continuous monitoring of systems performance,
review of event and security logs.

10. Measures for the protection of data during
transmission are implemented through ensuring
availability of resources for secure transfer of
personal data to the authorized recipients,
including through secure file transfer protocols and
in-house computer platforms.

B. Organizational Measures

11.  Measures for ongoing
confidentiality are implemented by Institution and
Investigator through imposing obligations of
confidentiality on the Study Personnel involved in
personal data processing, establishing access
control to physical premises where data are
processed; ensuring that minimal number of the
Study Personnel are involved to process personal
data of Study Participants.

ensuring

12.  Processes for reqularly testing, assessing
and evaluating the effectiveness of technical and
organizational measures in order to ensure the
security of the processing are implemented through
consulting with subject matter experts if system
modifications are foreseen as triggered by internal,
e.g., business need requires additional features
that involve data processing, or external, e.g.,
revision of applicable regulations, factors.

13.  Measures for the protection of data during
storage are implemented through retention of
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pozadavkem na r(izné Udaje pro ruzné pocitacové
systémy/aplikace; pozadavkem na zménu hesla
uzivatelem, které mu bylo pfidéleno spravcem
systému/automaticky systémem pfi vytvoreni Uctu,
nebo opétovnym nastavenim hesla.

9. Procesy  pro pravidelné testovani,
vyhodnocovani a posuzovani efektivity
technickych a organizacnich opatfeni za ucelem
zajisténi  zabezpeceni procesl se
prostfednictvim kontinualniho
vykonu systému, kontrolou denik(li pro zaznam
udalosti a bezpecnostnich denikl (security logs).

zavadi
monitorovani

10. Opatreni na ochranu dat béhem jejich
prfedavani se zavadi prostfednictvim zajisténi
dostupnosti  zdroj0  bezpeéného  predavani
osobnich udajli opravnénym pfijemcim véetné
predavacich protokoll k zabezpe&enym souboriim
a internich pocitacovych platforem.

B. Organizacni opatreni

11.  Opatfeni k zajisténi nepfetrzité davérnosti
zavadi Zdravotnické zafizeni a Hlavni zkouSejici
prostfednictvim uvaleni povinnosti micenlivosti na
Studijni persondl podilejici se na zpracovani
osobnich udaju, kontroly fyzického
vstupu do prostor, kde probiha zpracovani udaju,
zajiSténi, ze se na zpracovani osobnich udaju
Ugastnik(l hodnoceni podili minimalni poget &lend
Studijniho personalu.

zavedeni

12.  Procesy pro testovani,
vyhodnocovani a efektivity
technickych a organizacnich opatfeni za ucelem
zajiSténi zabezpeceni zpracovani udaji se zavadi
prostifednictvim s pFislusnymi
odborniky, zda jsou systémové modifikace
prfedvidany na zakladé internich potfeb, napf.
obchodni potfeba vyzaduje dal$i funkce zahrnujici
zpracovavani Udajd, nebo na zakladé externich
faktor(i (napf. revize platnych predpist).

pravidelné
posuzovani

konzultace

13. Opatfeni na ochranu dat béhem jejich
uchovavani se zavadi prostfednictvim uchovavani
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Study-related data in the in-house environment
secured with firewalls and antivirus/anti-malware;
and ensuring access control to the locations where
Study personal data are retained.

14. Measures for ensuring physical security of
locations at which personal data are processed are
implemented through restricting physical access to
the Institution and other related information
processing facilities to Study Personnel
approved visitors; monitoring of the reception areas
by a receptionist or security guard; provision of
access cards and keys to data centres, server and
back-up
performing reviews of access rights.

and

rooms to authorised persons only;

15. Measures for ensuring events logging are
implemented within in-house corporate
applications through registering on a log all events
occurred during a session, e.g., log-in, log-out,
session termination, a change of application and/or
context parameters, session errors, etc.

16.  Measures for ensuring system configuration,
including default configuration, are implemented by
the personnel of the dedicated IT department of the
Institution in accordance with the
policies and procedures.

Institution’s

17.
governance and management are ensured through
the personnel of the dedicated IT department of the
Institution; the Institution appointed an information
security specialist or a group/individual carrying out
these functions to provide necessary support to the
Institution in IT security governance.

Measures for internal IT and IT security

18. Measures for certification/assurance of
processes and products are implemented through
performance by the dedicated personnel of
assessment of compliance of the purchased and
in-house products and with  the

specification requirements, domain standards and
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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Udaji souvisejicich se Studii interné s pouzitim
ochranné brany a antiviru/anti-malwaru; a
zajisténim kontroly pfistupu k uloZzenym studijnim
osobnim udajum.

14. Opatreni k zajisténi fyzické bezpecnosti
lokalit, v nichz se zpracovavaji osobni udaje se
zavadi prostfednictvim omezeni fyzického pfistupu
do Zdravotnického zafizeni a dalSich zafizeni
zpracovavajicich souvisejici informace na Studijni
personal monitorovani
recepce recepéni nebo ochrankou; poskytnuti
pFistupové karty nebo klicd k datovym centrdm,
serverim a mistnostem se zalohami pouze
opravnénym osobam; kontroly pfistupovych prav.

a schvalené navstévy;

15.
zavadi

Opatreni k zajisténi evidovani udalosti se
internich korporatnich aplikaci
prostfednictvim zaznamu vSech udalosti, k nimz
béhem daného ukonu dojde napf. pfi pfihlaSovani,
odhladovani, ukoneni ukonu, zméné aplikace
a/nebo kontextovych parametrli, chyby béhem
ukonu atd.

Vv ramci

16.
véetné
prostfednictvim
oddéleni
s internimi
zafizeni.

Opatreni k zajisténi konfigurace systému
konfigurace zavadi
odpovédného IT
v souladu

zakladni se
personalu
Zdravotnického zarizeni

pokyny a postupy Zdravotnického

17. Opatfeni Fizeni internich IT systéemu a
bezpecnosti IT jsou zajiSténa prostfednictvim
personalu pfislusného IT oddéleni Zdravotnického
zafizeni;  Zdravotnické  zafizeni
specialistu  pro  bezpeCnost informaci i
skupinu/jednotlivce vykonavajici/ho tyto funkce za
poskytnuti podpory
Zdravotnickému zafizeni pfi fizeni IT zabezpedeni.

jmenovalo

ucelem nezbytné
18.  Opatreni certifikace/zaruky
procest a produktu zajistuje pFisluSny personal
prostfednictvim posouzeni souladu koupenych i
internich produktd a sluzeb s pozadavky na
specifikaci, standardy domény a pfedpisy splfiujici
pokyny i postupy Zdravotnického zafizeni.

k zajisténi
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regulations following
procedures.

Institution’s policies and

19.  Measures for ensuring data minimisation are
implemented via pseudonymisation of data of
Study Participants, via establishment of rigid rules
on limited data collection governed by
Study-related documents such as Protocol, Study-
specific data collection forms and other templates
with fixed data entry fields, Study management
plans with the provisions on limited data
processing, etc.

20. Measures for ensuring data quality through
establishing the data collection tools and use of
Study data collection forms, so that data accuracy
is facilitated and can be checked in the process of
data collection; through documenting the
processes implemented to ensure accuracy during
data collection, including the identification, roles
and capacities of the people involved in these
processes, to verify that no tampering is possible
that might distort the accuracy of the data
collection.

21.  Measures for ensuring limited data retention
are implemented through inclusion of data
retention provisions in the Agreement; when
Institution retains data in archives, those archives
shall apply the same level of technical and
organizational measures as non-archive storage
locations.

22. Measures for ensuring accountability are
implemented through development and provision
to the Sponsor of appropriate documentation,
including records of processing activities; as well
as through making the necessary information and
facilities available for Sponsor’s audits.

23. Regulatory compliance is implemented
through the commitment of the Institution and
Investigator to comply with the laws governing
clinical trials. Such laws require the establishment
CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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19. Opatreni k zajisténi minimalizace dat se
zavadi prostfednictvim pseudonymizace udaju od
Ugastnikt hodnoceni, stanoveni pFisnych pravidel
omezeného shromazdovani udaju upraveného
studijnimi dokumenty, napf. Protokolem, studijnimi
formulafi pro zaznam adaji a dalSimi vzorovymi
dokumenty s pevnymi poli pro zaznam udaju; planu
na fizeni Studie s ustanovenimi o omezeném
zpracovavani udaja atd.

20. Opatreni kvality dat
prostifednictvim nastrojl pro
shromazdovani Gdaja a pouzivani formulara pro
shromazdovani studijnich Udaju pro usnadnéni
zajisténi presnosti, kterou je mozno zkontrolovat
béhem shromazdovani udaja; prostfednictvim
dokumentovani procesll zavedenych za Ucelem
zajisténi presnosti v pribéhu
udaju vcéetné identifikace, roli a kapacity osob
podilejicich se na téchto procesech, za ucelem
ovéfeni, ze neni mozné neopravnéné& manipulovat

k zajisténi
zavedeni

shromazdovani

Udaji, coz by mohlo naru8it presnost
shromazdovanych udaja.
21.  Opatreni k zajisténé omezeného

uchovavani dat se zavadi prostfednictvim zahrnuti
ustanoveni o uchovavani udaju do Smlouvy; pokud
bude Zdravotnické zafizeni
v archivu, bude mit archiv povinnost pfijmout
stejnou Uroven technickych a organizacnich
opatfeni jako nearchivacni mista uloZeni udaja.

uchovavat udaje

22. Opatreni k zajisténi evidence se zavadi
prostifednictvim vypracovani pfislusné
dokumentace v€etné zaznamu o zpracovani a jeji
pfedani Zadavateli; i prostfednictvim zpfistupnéni
nezbytnych informaci Zadavateli pro ucely auditu.

23. Soulad s regulaénimi poZadavky je zajistén
zavazanim se Zdravotnického zafizeni a Hlavniho
zkouSejiciho dodrzovat zakony upravuijici klinicka
Tyto z&kony vyZaduji

hodnoceni. zavedeni
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of appropriate controls over all information relating
to the Study, including the personal data of the
Study Participants and Study Personnel, as well as
the supportive personnel for the conduct of the
Study.

24. Transparency and accountability measures
are implemented through provision of naotification to
all Study Participants about the processing of their
personal data, including, transfer of their data
abroad, and obtaining Study Participants’
confirmation of their willingness to participate in the
Study; the process is documented in the Informed
Consent Form; as well as through the appointment
by Institution of the data protection officer (DPQO) or
another individual/ company to advise it on matters
relating to the protection of personal data; the
Institution provides the DPO or the like with all the
relevant information regarding data processing and
consults with the DPO on the data transfer and the
additional safeguards, if applicable.

CTA(Sponsor)_Ins&Inv Template, General, 01-FEB-2024
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pfislusnych kontrolnich opatfeni pro vSechny
informace souvisejici se Studii v€etné osobnich
udaji Ugastnikd hodnoceni a Studijniho personalu

i personalu napomahajiciho provedeni Studie.

24. Opatfeni pro zajiSténi transparentnosti a
evidence se zavadi prostfednictvim oznameni
véem Ugastnikdm studie o zpracovavani jejich
osobnich udaju véetné predani udaji do zahranici
a ziskani potvrzeni jejich ochoty ucastnit se Studie;
tento proces je zdokumentovan ve Formulafi
informovaného prostfednictvim
jmenovani Povéfence pro ochranu udaji ve
Zdravotnickém zafizeni (DPO) nebo jiné fyzické
osoby/pravnické osoby pro poradenstvi ve vécech
ochrany osobnich udajli; Zdravotnické zafizeni
poskytne DPO nebo podobné osobé veskeré
relevantni informace ohledné zpracovavani udaju
a bude sDPO konzultovat pfedani udaju a
pfipadna dalSi bezpe€nostni opatfeni.

souhlasu; i
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